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1.1.1 Summary of Patient Demographics and Baseline Characteristics,
Protocols §96001.02, $96002.01 and S96001.02UK

1.1.2 Summary of Patient Demographics and Baseline Characteristics by Age
Group, Protocols $96001.02, $96002.01 and $96001.02UK

1.1.3 Summary of Patient Demographics and Baseline Characteristics by Race,
Protocols $96001.02, §96002.01 and S96001.02UK

1.1.4 Summary of Patient Demographics and Baseline Characteristics by
Gender, Protocols §96001.02, $96002.01 and $96001.02UK

1.2.1 Summary of Patient Demographics and Baseline Characteristics,
Protocols §96001.02 and S96002.01

1.3.1 Summary of Patient Demographics and Baseline Characteristics, Protocol
$96001.02UK '

1.4.1 Summary of Patient Demographics and Baseline Characteristics, Protocol
$987001

1.4.2 Summary of Patient Demographics and Baseline Characteristics by Age
Group, Protocol §97001

1.4.3 Summary of Patient Demographics and Baseline Characteristics by Race,
Protocol $97001

1.44 Summary of Patient Demographics and Baseline Characteristics by
Gender, Protocol §97001

2.1.1 Sumnmary of Study Drug Administration by Stratification, Protocols
$96001.02, §96002.01 and S96001.02UK

2.1.2 Summary of Study Drug Administration by Stratification and Age Group,
Protocols $96001.02, $96002.01 and S96001.02UK

2.1.3 Summary of Study Drug Administration by Stratification, Age Group and
Race, Protocols $96001.02, $96002.01 and S96001.02UK

214 Summary of Study Drug Administration by Stratification, Age Group and

Gender, Protocols §66001.02, §96002.01 and $96001.02UK
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2.2.1 Summary of Study Drug Administration by Stratification and Age Group,
Protocols $96001.02 and $96002.01
2.3.1 Summary of Study Drug Administration by Stratification and Age Group,
Protocoi §96001.02UK
24.1 Sumynary of Study Drug Administration by Dose, Protocol $87001
242 Summary of Study Drug Administration by Dose and Age Group,
Protocol $97001
2.4.3 Summary of Study Drug Administration by Dose and Race, Protocol
S97001 .
244 Summary of Study Drug Administration by Dose and Gender, Protocol
§97001
3.1.1 Summary of Patient Disposition, Protocols $S96001.02, S$96002.01 and
§96001.02UK
3.1.2 Summary of Patient Disposition by Age Group, Protocols §96001.02,
§96002.01 and §96001.02UK
3.1.3 Summary of Patient Disposition by Race, Protocols $96001.02,
§96002.01 and S96001.02UK
3.1.4 Summary of Patient Disposition by Gender, Protocols §96001.02,
. $96002.01 and S$96001.02UK _
321 Summary of Patient Disposition, Protocols $96001.02 and $96002.01
3.3.1 Surnmary of Patient Disposition, Protocol $96001.02UK
3.4.1 Summary of Patient Disposition, Protocol S97001
3.4.2 Summary of Patient Disposition by Age Group, Protocol §97001
3.4.3 Summary of Patient Disposition by Race, Protocol S97001
344 Summary of Patient Disposition by Gender, Protocol S97001
4.1.1 Summary of Mean Change From Baseline in Vital Signs, Protocols
_ §96001.02, $96002.01 and S96001.02UK
4.1.2 Summary of Mean Change From Baseline in Vital Signs by Age Group,
Protocols $96001.02, $96002.01 and $96001.02UK
4.1.3 Summary of Mean Change From Baseline in Vital Signs by Race,
Protocols §96001.02, §96002.01 and $96001.02UK
4.1.4 Summary of Mean Change From Baseline in Vital Signs by Gender,

Protocols $96001.02, $96002.01 and $96001.02UK
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4.1.5 Summary of Mean Change From Baseline in Vil Signs by Dose,
Protocols §96001.02, 596002.01 and $96001.02UK
4.2.1 Summary of Mean Change From Baseline in Vital Signs, Protocol
§96001.02 and §96002.01
¥ 4.3.1 Summary of Mean Change From Baseline in Vital Signs, Protocol
S$96001.02UK
441 Summary of Mean Change From Immediately Prior to Study Medication
in Vital Signs, Protocol $97001
4472 Summary of Mean Change From Immediately Prior to Study Medication
in Vital Signs ty Age Group, Protocol $97001
44.3 Summary of Mean Change From Immediately Prior to Study Medication
in Vital Signs by Race, Protocol $97001
444 Summary of Mean Change From Immediately Prior to Study Medication
in Vital Signs by Gender, Protocol S97001
511 Summary of Adverse Events, Protocols $96001.02, §96002.01 and
$96001.02UK
5.1.2 Summary of Adverse Events by Age Group, Protocols $96001.02,
$96002.01 and $96001.02UK
5.1.3 Summary of Adverse Events by Race, Protocols §96001.02, S96002.01
and $96001.02UK '
5.14 Summary of Adverse Events by Gender, Protocols $96001.02,
$96002.01 and $96001.02UK
5.1.5 Summary of Adverse Events by Dose, Protocols $96001.02, §96002.01
and $96001.02UK
5.2.1 Summary of Adverse Events, Protocols §96001.02 and S96002.01 -
5.3.1 Summary of Adverse Events, Protocol $§96001.02UK
54.1 Summary of Adverse Events, Protocol S97001
54.2 Summary of Adverse Events by Age Group, Protoco! S97001
543 Summary of Adverse Events by Race, Protocol $97001
54.4 Summary of Adverse Events by Gender, Protocol §97001
6.1.1 Summary of Related Adverse Events, Protocols $96001.02, $96002.01

and §96001.02UK
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6.1.2 Summary of Related Adverse Events by Age Group, Protocols
§96001.02, $96002.01 and $96001.02UK
6.1.3 Summary of Related Adverse Events by Race, Protocols $96001.02,
§96002.01 and S96001.02UK
6.1.4 Summary of Related Adverse Events by Gender, Protocols §96001.02,
§56002.01 and S96001.02UK
6.1.5 Summary of Related Adverse Events by Dose, Protocols $96001.02,
$96002.01 and $96001.02UK _
6.2.1 Summary of Related Adverse Events, Protocols $96001.02 and
596002.01
6.3.1 Summary of Related Adverse Events, Protocol $96001.02UK
6.4.1 Summary of Related Adverse Events, Protocol $97001
6.4.2 Summary of Related Adverse Events by Age Group, Protocol S97001
6.4.3 Summary of Related Adverse Events by Race, Protocol $97001
6.4.4 Summary of Related Adverse Events by Gender, Protocol §97001
7.1.1 Summary of Adverse Events by Severity, Protocols $96001.02,
$96002.01 and §96001.02UK
7.1.2 Surnmary of Adverse Events by Severity by Age Group, Protocols
$96001.02, §96002.01 and S96001.02UK
7.1.3 Summary of Adverse Events by Severity by Race, Protocols $96001.02,
§96002.01 and §96001.02UK
7.1.4 Summary of Adverse Events by Severity by Gender, Protocols
$96001.02, §96002.01 and S96001.02UK
7.1.5 Summary of Adverse Events by Severity by Dose, Protocols $96001.02,
' $96002.01 and $96001.02UK
7.2.1 Summary of Adverse Events by Severity, Protocols 596001.02 and
$96002.01
7.3.1 Summary of Adverse Events by Severity, Protocol $96001.02UK
7.4.1 Summary of Adverse Events by Severity, Protocol $97001
7.4.2 Summary of Adverse Events by Severity by Age Group, Protocol $97001
7.4.3 Summary of Adverse Events by Severity by Race, Protocol S97001
7.4.4 Summary of Adverse Events by Severity by Gender, Protocol $97001
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8.1 Listing of Adverse Events Causing Discontinuation from Study,
Protocols $96001.02, $96002.01 and S96001.02UK
8.2 Listing of Adverse Events Causing Discontinuation from Study,
Protocols §96001.02 and $96002.01
8.3 Listing of Adverse Events Causing Discontinuation from Study, Protocol
§96001.02UK
8.4 Listing of Adverse Events Causing Discontinuation from Study, Protocol
597001
9.1 Listing of Adverse Events Causing Death, Protocols $96001.02,
$96002.01 and $96001.02UK
9.2 Listing of Adverse Events Causing Death, Protocols §96001.02 and
$96002.01
9.3 Listing of Adverse Events Causing Death, Protocol $96001.02UK
9.4 Listing of Adverse Events Causing Death, Protocol S97001
10.1 Listing of Serious Adverse Events, Protocols $96001.02, $96002.01 and
S96001.02UK
10.2 Listing of Serious Adverse Events, Protocols $96001.02 and $96002.01
10.3 Listing of Serious Adverse Events, Protocol $§96001.02UK
10.4 Listing of Serious Adverse Events, Protocol S97001
11.1 Listing of Numbness, Protocols $96001.02, §96002.01 and
§96001.02UK :
11.2 Listing of Numbness, Protocols $96001.02 and §96002.01
11.3 Listing of Numbness, Protocol $96001.02UK
11.4 Listing of Numbness, Protocol $97001

K:commen’septdont/nda‘final/8-7iss.wpd/d2v1/17 Mwr 1998

134



JR———— )

Articaine HCl (Deproco, Inc.)

Page 1
Safety Summary

S.DEMO 13FEB98 15:38

Table 1.1.1
Summary of Patient Demographics and Baseline Characteristics
Protocols $96001.02, $96062.01 and S956001.02uUK
All Treated Patients

4X Articaine HCL/ 2X Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total P-value
Number of Patients 882 443 1325
Age (yrs)
N as2 443 1325
4 to <13 50 ( 6%) 20 ¢ 5%) 70 ¢ 5%) 0.739
13 to <45 778 ( 8ax) 396 ¢ 89X%) 1174 ( B9X)
&5 to <75 &3 (¢ 5% 23 ¢ 5%) 66 ( 5%
»=75 1N ¢ 1% & ¢ 1%) LA N ) ¥
MHEAN 36.2 36.5 36.3
SEM 0.52 0.73 0.42
MEDLAN 33.0 33.0 33.0
MIN
HAX
Weight (kg)
N 879 438 1317
MECAN 72.3 70.9 71.9 0.140
SEM 0.62 .86 0.51
MNED | AN 72.0 69.6 70.9
MIN i
MAX

[

The two-sided p-values for age group, sex, race and stratification are from a Cochran-Mantel-Haenszel test adjusting far center

effects, The two-sided p-value for weight is from an ANOVA with treatment, center, and strata effects.

Get
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Articaine HCt (Deproco, Inc.)

safety Summary

Page 2
S.DEMD 13FEB8 15:38
Last Page
Table 1.1.1
summary of Patient Demographics and Baseline Characteristics
Protocols S96001.02, S96002.01 and S96001.02UK
All Treated Patients

&X Articaine KCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Total P-value

Sex .

FEMALE 464 ( 53%) 259 ( 58X%) 723 ( 55%) 0.043

MALE 418 { &7X) 184 ( 42X) 602 ¢ 45%)
Race

WRITE 647 ( T3X) 330 ( 74%) 97T ( TaX) 0.815

BLACK 76 ¢ 8%) 34 ¢ 80 108 ¢ 8%)

ASTAN 4t 5%) 27 ( 6%) M 5%

HISPANIC 95 ( 1%} 42 ( 9) 136 ¢ 10%)

OTHER 23 ¢ M) 10 ¢ 2%) 332

’

Stratification

Simple Procedure 675 ( 77%) 338 ¢ T6%) 1013 { 76%) 0.955

Complex Procedure 207 ¢ 23%) 105 ( 24%) 312 ( 24%)
Temperature {c)

N 881 443 1324

MEAN 36.6 36.6 36.6

SEM 0,02 0.02 0.02

MEDIAN 15.6 36.86 36.6

HIN

MAX

The tuo-sided p-values for age group, sex, race and stratification are from a Cochran-Mantel-Haenszel test adjusting for center
effects. The two-sided p-value for weight is from an ANOVA with treatment, center, and strata effects.
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 4 to <13

Table 1.1.2

Summary of Patient Demographics and Baseline Characteristics by Age Group

Protocols $96001.02, $96002.01 and $96001,02UK
All Treated Patients

Page 1|
$.0EMC 13FEB9B 15:38

4X Articaine HCL/

2% Lidocaine HCL/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
Nurber of Patients 50 20 70
Age (yrs)
N 50 20 70
MEAN 8.8 8.5 8.7
SEM 0.37 0.50 0.30
MEDJAN 9.5 2.0 9.0
MIN t
MAX
Weight (kg)
[ 50 20 70
MEAN 19.3 31.9 37.2
SEM 2.64 2.0% 2.0
MED | AN 36.4 32.5 3
MIN
MAX -
Sex
FEMALE 21 ( 42%) 13 ( 65X) 34 ¢ 49%)
MALE 29 ( 58%) 7(35%) 36 ¢ 51%)




Articaine HCl (Deproco, Inc.}
Safety Summary

Age Group: 4 to <13

Tabte 1.1.,2

Summary of Patient Demographics and Haseline Characteristics by Age Group

Protocols 596001.02, 596002.01 and $96001,02UK
All Treated Patients

Page 2
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4% Articaine NCL/ 2X Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Race
WHITE 10 ( 20%) 5 ( 25%) 15 ( 21X)
BLACK 6 { 12%) 4] 6 ¢ 9%)
ASI1AN 2( &%) 1( 50 3¢ %)
HISPANIC 32 ¢ 64%) 14 ¢ 70%) 46 { 66X}
stratification )
Simple Procedure 43 ( B&X) 18 ( 90X) 61 ( 87X)
Complex Procedure 7 ( 14%) 2 ¢ 10%) 9 ¢ 130
Temperature (c)
N 50 20 70
MEAN 35.8 316.7 35.8
SEM 6,05 0,11 0.05
MED1AN 35.8 35.8 16.8
MIN -
MAX

gel
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Articafne HC| (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 1,1.2
Sumary of Patient Demographics and Baseline Characteristics by Age Group
Protocols $96001.02, 596002.01 and 596001.02UK
All Treated Patients

Page 3
S.DEMO 13FER9DS 15:38

4% Articaine HCly 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Number of Patients 77 396 1174
Age (yrs)
N 78 k7.3 176
HEAN 35.6 35.7 35.6
SLM 0.43 0.61 0.35
MEQTAN 33.0 33.0 33.0
MIN
MAX
Weight (kg)
N 775 k174 1167
MEAN 74.3 72.4 3.6
SEM 0.59 0.81 0,48
MEDITAN 72.7 70.5 72.0
“HEIN
MAX
Sex '
FEMALE 413 ( 53%) ‘ 232 { 59%) &45 ( 55%)
MALE 365 ( 47%) 164  41%) 529 ( 45%)
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Articaine HCl (Deproco, Inc.)

Page 4
Safety Summary

$.DENO 13FEB98 15:38

Table 1,1.2
Sumary of Patient Demographics and Baseline Characteristics by Age Group
Protocols $96001.02, 596002.01 and $96001.02UK
All Treated Patients

Age Group: 13 to <45

4% Articaine HCLl/ 2% Lidocaine KCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Race
WHITE 588 ( 76X%) 301 ¢ 76X) B89 { 76X}
SLACK 65 ( BX) 32 ¢ BX%) 97 ¢ BX)
ASIAN &1 ¢ 5% 26 { T 67 { &%)
HISPANIC 61 ¢ 8X) 27 ¢ %) 88 ¢ ™)
OTHER . 23 ¢ 3% 10 ¢ 3%} 3¢ N
stratification :
Simple Procedure ST (. TTX) 300 ¢ 76%) 898 ( 76%)
Complex Procedure 18% ( 23%) 95 ( 24X} 276 ( 24X) ,
Temperature {(c)
N titd 396 "9
MEAN 36.6 36.4 36.6
SEM .02 0.03 0.02
MEDEAN 36.6 36.6 36.6
MIN
MAX -
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Articaine HCl (Deproco, Inc,)
Safety Summary

Table 1.1.2
Summary of Patient Demographics and Baseline Character{stics by Age Group
Protocels $96001.02, 596002.01 end $96001,02UK
All Treated Patients

Age Group: 65 to <75

Page 5
S.DEMO 13FEB?B 15:38

4% Articaine HCLl/ 2% Lidocaine HCt/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Number of Patients 43 23 66
Age (yrs)
N &3 23 66
MEAN 69.1 68.8 69.0
SEM ' 0.48 0.61 0.38
HEDIAN 69.0 . 68.0 68,0
MIN
MAX T
Welght (ky)
N 43 22 65
MEAN 76.0 76.4 761
SEM 2.40 .70 2.00
MED AN 75.0 7.6 74.5
MIN '
MAX
Sex
FEMALE 25 ( 58%) ' 13 ¢ 57%) 38 ( 58%)
MALE 18 ( 42%) 10 ¢ 43X) 28 { 42%) ?
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

fable 1.1.2

Summary of Patient Demographics and Baseline Characteristics by Age Group
Protocols 596001.02, $96002.01 and $96001.02UK

Alt Treated Patients

Page &
S.DEMO 13FER9B 15:38

4X Articaine HCl/

2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total

Race

WHITE 39 ( 91%) 21 ¢ 91D 60 ( 91X)

BLACK 2( 5% 1 ¢ 4% 3¢ 5%

ASIAN 1¢ 2% 0 1¢ 2%

HISPANIC (¢ 2X) 1 &%) 2( 3%
Stratification ] :

Simple Procedure 28 ( 65X%) 18 ( 78X) 46 ¢ 70%)

Complex Procedure 15 ( 35%) 5 {220 20 ( 30%)
Temperatyre (c)

] 43 23 66

HEAM 36.3 36.4 36.3

SEM 0.13 0.1 0.09

MEOLAN 36.5 38.4 356.5

HIN '

MAX e T R .
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Articainr HCL (Deproco, Inc.}
Safety Suwmary

Age Group: >=75%

Table 1,1.2
Summary of Patient Demographics and Baseline Characteristics by Age Group
Protocols $96001.02, $96602.01 and $94001,02UK
All Treated Patients

Page 7
S.DEMO 13FEB9P8 15:38

4% Articaine HCL/ 2% Lidocaine HCI/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Number of Patients 1 4 15
Age (yrs)
N 11 4 15
HEAN 76.3 7.0 76.5
SEM 0.56 0.00 0.41
MEDIAN 75.0 77.0 7.0
MIN ' - -
MAX
Weight (kg}
N n 4 15
MEAN 3.2 85.7 76.5
SEM 4.79 9.07 4.35
MEDIAN 70.5 a8¢.8 75.0
MiN
MAX
Sex
FEMALE § ¢ 45%) ' 1 ¢ 25% 6 ( 40%)
MALE & { 55X) 3 (75%) 9 ( 60X%)
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Articaine HCL (Deproco, Inc.)
Safety Summary

Age Group: »>=75

Tabte 1.1.2
Summary of Patient Demographics and Baseline Characteristics by Age Group
Protocols $96001.02, $94002.01 and S96001,02UK
All Treated Patients

Page 8
S.DEMO 13FEBOS 15:38
Last Page

4% Articaine HCL/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Race
WHITE 10 ¢ 91%) 3 ( 75%) 13 { 87%)
BLACK 1¢ M) 1 ¢ 25%) 2 ( 13%)
Stratification
Simple Procedure 7 ( 64%) 1 ¢ 25%) a8 ( 53%)
Comptex Procedure 4 ¢ 38%) 3 (%) 7T CA4T%)
Temperature (c)
N 1" 4 15
HMEAN 36.4 36.2 36 4
SEM 0.16 0.20 0.13
MEDIAN 36.5 36.3 36.4
MIN
MAX




Syl

Articaine HCE (Deproco, Inc.)
Safely Summary

Race: WHITE

Table 1.1.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocols $96001,02, $96002.01 and $96001.02UK
All Treated Patients

page 1
S.DEMO T3IFEBS8 15:38

4X Articaine HCt/ 2X Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephtine Total
Nurber of Patients 647 330 oT7
Age {yrs)
N 64T 330 977
4 to <13 10 ( 2X) 5¢ 2% 15 ( %)
13 to <45 588 ¢ 91%) 301 { 21%) 889 ( %)
65 to <75 0 ( 6%) 21 ¢ 6%) 60 ( 6%)
=75 10 ¢ 2%) 3( 1% 13 ¢ 1%
MEAN 38.5 38.5 18.5
SEM 0.60 0.84 0.49
MED1AN 35.0 36.0 35.0
MIN
MAX
Weight (kg)
N 644 325 P69
HEAN 7.0 72.8 74.2
SEM 0.67 0.95 0.55
MEG 1AN 74.1 70.5 72.7
MIN
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Articaire HCl (Deproco, Inc.)
Safety Sunmary

Race: WHITE

Table 1.1.3

Summary of Patient Demographics and Baseline Characteristics by Race

Protocols $96001.02, $94002.01 and $96001,02UK

All Treated Patients

- Page 2
S.DEMO 13FEQ98 15:38

4% Articaine HCL/

2% Lidocaine HCLl/

1:100,000 Epinephrine 1: 100,000 Epinephrine Total

Sex

FEMALE 320 ( &9%) 190 ¢ 58%) 510 ¢ 52%)

MALE 327 ( 51%) 140 ( 42X) 467 ( 48%)
Stratification

Simple Procedure 488 ( 75X) 254 ( TTX) 742 ( 767%)

Complex Procedure 159 ¢ 25%) 76 ( 23%) 235 ( 24%)
Temperature (c}

H 646 130 976

MEAN 36.5 36.5 35.5

SUM 0.02 0.03 0.02

MEDIAN 3s.6 36.6 36,6

HIN .

MAX
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Articaine HCL (Deproco, Inc.)}
Safety Summary

Tabte 1.1.3
Sumary of Patient Demographics and Baseline Characteristics by Race
Protocols 5$96001.02, S$96002.01 and S96001.02uUK
All Treated Patients

Race: BLACK

. Page 3
S.DEMO 13FERP8 15:38

&X Articaine HCL/

2% Lidocaine HCL/

1:100,000 Epinephrine 1: 100,000 Epinephrine Total
Number of Patients T4 34 108
Age (yrs)
N 74 34 toa
4 to <13 6 ( BX) ] 6 { 6%X)
13 to <45 65 ( 88%) 32 ( 94X%) 97 ( 90%)
65 to <75 2 { 3X) B I 7 3 3¢ 3%
»=7% 1¢ 1% 1(¢( 3% 2( 2%)
MEAN 35.9 40.0 371.2
SEH 1.67 2.23 1.35
MED AN 35.0 39.0 36.0
MIN o T
MAX PR
Weight tkq)
N 74 34 108
MEAN 1A 78.4 74.8
SEM 2.18 2.0 .76
MHEOJAN 73.2 79 75.9
MIN w——
MAX
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Articaine HCl (Deproco, Inc.}
Safety Summary

Race: BLACK

Tabte 1.1.3
Summary of Patient Demegraphics and Baseline Characteristics by Race
Protocols $96001,02, S96002.01 and S96001,02UK
All Treated Patients

Page 4
S.DEMO 13FEBY8 15:38

4X Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Sex
FEMALE 50 ¢ 68%) 25 ( 74%) 75 ( 69%)
MALE 26 ( 32%) 9 ( 26X) 13 ¢ 31X
Stratification
Simple Procedure 53 ¢ 72X) 22 ¢ 65X) 75 ( 69%)
Complen Procedure 21 { 28%) 12 { 35%) 33 ¢ 1%
Temperature (c)
N Té 34 108
MEAN 3.7 36.7 36.7
SEM 0.07 0.10 0.06
MED | AN 35.8 36.7 36.8
MIN
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Articaine HCL {Deproco, Inc.)
Safety Summary

Race: ASIAN

fable 1,1.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocols $96001.02, 596002.01 and 596001.02UK
ALl Treated Patients

Page 6
S.DEMO 13F£EB98 15:38

4% Articaine HCL/ 2% Lidocaine KC1/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Sex
FEMALE 21 ( 4BX) 10 ¢ 37%) 31 ( 44%)
MALE 23 ( 52%) 17 ¢ 63%) 40 { 56%)
Stratification
Simple Procedure 37 { 84X) 21 ( 78%) 58 ( 82X)
Compiex Procedure 7T { 16%) & ( 22%) 13 ¢ 18%)
Temperature {c)
N 44 - a7 7
MEAN 3s.7 36.7 36.7
SEM 0.07 0.10 0.06
MEDTAN 36.6 36.9 36.7
ol T — -
MAX
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Articaine HC\ (Deproco, Inc.)
Safety Summary

Race: ASIAN

Table 1,1.3
Sumary of Patient Demographics and Baseline Characteristics by Race
Protocols S96001.02, $96002.01 and S96001.02uUK
Atl Treated Patients

page S
S.DEMO 13FEBY8 15:38

4% Articaine HCLl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Nurber of Patients &4 27 n
Age (yrs)
N 113 27 Al
4 to <13 2( 5% 1 ¢ &%) 3 { 4%
13 to <65 &t ( 93X) 26 ( 96%) &7 ( 94%)
65 to <75 1¢( 2X) 0 1 %)
MEAN 30.2 28.5 29.5
SEM 1.67 V.84 1.24
HED]AN 27.0 27.0 27.0
MIN ]
MAX _
Weight (kg)
N 44 27 ral
MEAN 63.8 58.9 61.9
SEM 2.15 2.14 1.58
MEDIAN 62.0 60,0 61,4
HAX -
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Artiraine HCl (Deproco, Inc.)
Safety Summary

Race: HISPANIC

Table 1.1.3
summary of Patient Demogrephics and Baseline Characteristics by Race
Protocols $96001.02, $96002.01 and $96001.02UK
All Treated Patients

S.DEMO 13FEBYS

Page 8
15:38

4% Articaine KCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Sex
FEMALE 60 ¢ 84X} 29 ( 69%) 89 { &5%)
MALE 36 ( 38%) 13 ¢330 47 { 35%)
Stratification
Simple Procedure 76 ¢ 81X) 35 ( 81%) 110 ( 81%)
Complex Procedure 18 (190 - B 19%) 26 ( 19%)
Tempersture (c)
N 9 42 136
HEAN 35.7 36.7 36.7
SEN 0.05 0.06 0.04
MED AN 3Jo.8 36,7 36.7
MIN
MAX —
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Race: HISPANIC

Articaine HCl (Deproco, Inc.)
Safety Summary

Table 1.1.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocols $96001.02, $96002.01 and 596001.02UK
ALl Treated Patients

Page 7
S.DEMO 13FEBPB 15:38

4% Articaine HCL/ 2X Lidoceine HCLl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
Huxber of Patients 9% 42 136
Age (yrs)
N 94 42 136
4 to <13 32 ( 340 14 ¢ 33X) 46 { 34%)
13 to <45 61 ( 65X) 27 ¢ 64%) 88 ( 65%)
65 to <75 AR B } 4 1¢ 2% 2( 1%
MEAN 24.7 23.7 24.4
SEM 1.49 2.16 1.22
MEDIAN 24.0 24.5 24.0
MIN
MAX
Weight (kg)
N 9% 42 136
MEAN 60.0 59.5 59.8
SEM 2.3 3.86 1.98
MED (AN 59.1 60.9 59.1
MIN
MAX -
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Articaine HCl (Deproco, Inc.)

Safety Summary

Race: OTHER

Table 1.1.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocols 596001.02, $96002,01 and $9600%,02UK
ALl Treated Patients

Page 9

S.DEMO 13FER9S 15:38

4% Articaine HCi/ 2% Lidocaine HCLl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
Wumber of Patients 3 10 13
Age (yrs)}
(] 23 10 33
13 to <65 23 (100%) 10 (100%) 33 (100%}
MEAN 30.3 34.3 31.5
SEM - 2.27 4.40 2.06
MED [AN 27.0 29.0 27,0
MIN
MAX i
Welght (kg)
N 23 10 33
MEAN 63.8 64.0 63.8
SEM 2.53 2.32 1.88
MEDIAN 61.4 63.6 1.4
MIN ’
MAX
Sex .
FEMALE 13 ( 57%) 5 ( 50%) 18 ¢ 55%)
MALE 10 ( 43%) 5 { 50X} 15 ¢ 45%)
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Articaine HCl (Deproco, Inc,)
Safety Summary

Race: OTHER

Table 1.1.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocots $96001.02, $96002.01 and $96001,02UK
ALl Treated Patients

Page 10
S.DEMO t3FEB9PB 15:38
Last Page

4% Articaine HCt/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Stratification
Simple Procedure 21 ( 91X) 7 ¢ 70%) 28 ( B5%)
Complex Procedure 2 (¢ 9%) 3 ¢ 30%) S ( 15%)
Temperature {c)
N 23 10 33
MEAN 36.7 -36.8 36.7
SEM ‘0.1 0.15 0.09
MEDIAN 34.6 36.8 3.7
MiN
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Articaine HCl (Deproco, Inc.)
Safety Sumary

Gender: FEMALE

Page 1
S.DEMO 13FEBYB 15:38

Table 1.1.4

Summary of Patient Demographics and Baseline Characteristics by Gender
Protocols $96001.02, S95002.01 and $96001.02UK

All Treated Patients

4X Articaine HCL/

2X Lidocaine HCL/

1:100,000 Epinephrine 1:100,000 Epinephrine Totat
Number of Patients 464 259 723
Age (yrs)
N 1.0 259 723
4 to <13 21 ( 5% 13 ¢ 5% 36 ¢ 5%
I3 to <65 413 { 89%) 232 ( 90%) 845 ( 89%)
65 to <75 5 ¢ 5%) 13( 5% 38 ¢ 5%)
»=75 50 1%) 1.( <1%) 6 ¢ 1%
MEAN 37.2 36.2 36.9
SEM o.M 0.95 0.57
MEDIAN 35.0 33.0 34.0
MIN T —
MAX
Weight (kg)
N 462 255 nrz
MEAN 66.3 65.0 65.8
SEM 0.76 1.01 0.61
NEDIAN 64.0 62.3 63.6
MIN
MAX
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Articaine HCl (Deproco, inc.)
Safety Sumary

Gerwler: FEMALE

Table 1.1.4
summary of Patient Demographics and Baseline Characteristics by Gender
Protacols $96001.02, S96002.01 and 596001.02UK
All Treated Patients

Page 2
S, DEMO 13FEB98 15:38

&X Articaine HCl/ 2X Lidocaine HCL/
i:100,000 Epinephrine 1:100,000 Epinephrine Total
Race
WHITE 320 ¢ 49X} 190 ( 73%) S10 ¢ 71%)
BLACK 50 ¢ 11X) 25 ¢ 10%) 75 ¢ 10%)
ASIAN 21 ¢ %) 10 ( 4%) 31 ¢ WX)
HISPANIC 60 ¢ 13X} 29 ( 11%) B9 ¢ 12%)
OTHER 13¢( 3% 5¢( 2% 18 ¢ 2%)
Stratification ‘
Simple Procedure 356 ¢ TTX) 207 ( 80%) 563 ¢ 78X)
Complex Procedure 108 ¢ 23%) 52 ( 20%) 160 { 22%)
Temperature (c)
N 464 259 723
MEAN 35.6 36.6 36.6
SEM 0.02 0.03 0.02
MED AN 36.7 36.6 36.7
MEN
MAX e




Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: MALE

Table 1.1.4

Supmary of Patient Demographics and Baseline Characteristics by Gender

Protocols $96001.02, 596002.01 and $96001.02UK
All Treated Patients

page 3
S$.DEMO Y3FEESD 15:38

4% Articaine HCl/

2% Lidocaine HCL/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
Nurber of Patients 418 184 4602
Age (yra)
N 418 184 602
4 to <13 29 ( ™) 7T( &%) 36 ( 6X)
13 to <65 365 ( aTX) 164 ( 89X) 529 ( 88X)
&5 to <75 18 { &%) 10 ( 5%) 28 ¢ 5%)
»=75 6 ( 1) 3¢ 2%} P { M)
MEAN 5.1 37.0 35.7
SEM 0.76 1.14 0.63
MED AN 31.0 32.0 32.0
NiN T C
MAX ——
Weight (kg)
N 417 183 600
MEAN 1 ™. 7.1
SEM 0.90 1.30 0.74
MEDIAN 78.0 78.0 78.0
MIN

MAX
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Articaine HCl (Deproco, Inc.)

‘Safety Sumary

Table 1.1.4
Summary of Patient Demographics and Baseline Characteristics by Gender
Protocols $96001.02, $96002.01 and 3596001.02UK
All Treated Patients

Page &
S.DEMO 13FEB9B 15:38
Last Page

Gender: MALE
4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Tatal
Race
WHITE 327 ( 78%) 140 ¢ 76%) 467 ( 78X%)
BLACK 26 ( &%) 9( 5%) 3¢ 5%
AS AN 23 ( 6%) 17 9% ¢ 7N
KISPANIC 3 ¢ 8%) 13¢ ™ 47 ¢ 8%}
OTHER 10 ( 2X) 5¢ 3% 15 ¢ 2%
Stratification
Simple Procedure 319 ( 76X} 131 ¢ 71%) 450 ¢ 75%)
Complex Procedure 99 ( 24%) 53 ( 29%) 152 ¢ 25X}
Temperature (c)
N &17 184 601
MEAN 36.5 36.5 36.5
SEM 0.03 0.04 0.02
MEDLAN 36.6 36.6 36.6
MIN
MAX a—




Articaine HCL (Deproco, Inc.) . Page 1
Safety Summary S.DEMO 13FEBY8 15:38

Table 1.2.1
Summary of Patient Demographics and Baseline Characteristics
Protocols $96001,02 and $96002.01
All Treated Patients

1

4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total P-value

Number of Patients 724 359 1083
Age (yrs) :

N T24 359 1083

4 to <13 47 ¢ &%) 18 ¢ 5%} 65 ( 6%) 0.698

13 to «45 630 ( 87X) 316 ( 83%) 946 ( 87X)

65 to <75 37 ¢ 5X%) 21 ( 6X) 58 ( 5%)

>zT5 10 ¢ 1% 4 ( 1% 14 (¢ 1%)

MEAN 35.8 371 36.9

SEM 0.58 0.82 0.47

MEDIAN 34.0 33.0 34.0

MIN )

MAX
Weight (kg)

N 721 354 1075

MEAN 72.6 71.6 72.3 0.429

SEM 0.72 0.99 0.58

MEDIAN 72.7 70.5 71.8

MIN fe-!

MAX o

6G!

The two-sided p-values for age group, sex, race and stratification are from a Cochran-Mantel-Haenszel test adjusting for center
effects. The two-sided p-value for weight is from an ANOVA with treatment, center, and strata effects.



Articaine HCL (Deproco, Inc.)
Safety Summary

Protocols $96001,02 and 595002.01
ALl Treated Patients

: Table 1.2.1
Summary of Patient Demographics and Baseline Characteristics

Page 2

S.DEMD 13FEBY8 15:38

Last Page

4% Articaine HCl/

2% Lidocaine HCL/

1:100,000 Epinephrine $:100,000 Epinephrine Total P-vatue
Sex
FEMALE 384 ( 53%) 208 ( 58%) 592 ( 55%) 0.127
MALE 340 ( 4TX) 151 { 42%) 491 ( 45X)
Race
WHITE ' 504 ( 70%) 250 ( 70%X) 54 ( 70%) 0.586
BLACK 68 ( 9%) ¢ M (0 )
ASTAN 36 ( 5%) ‘26 ¢ TR 62 { &%)
HISPANIC 96 ¢ 13X) 42 ( 12%) 136 ( 13%)
OTHER 2 ¢ 3N 10 ¢ 3% 2 ¢ 3N
Stratification
Simpie Procedure 560 ( 77T%) 278 ¢ 7TX) 838 ( 77X) 0.916
Complex Procedure 164 { 23%) 81 ( 23%) 245 ¢ 23%)
Temperature (c)
N 723 359 1082
MEAN 36.6 36.6 36.6
SEM 0,02 0.03 0.02
MEDTAN 358.7 36.6 36.7
NIN )
MAX o Sty

The two-sided p-values for age group, sex, race and stratification are from a Cochran-Mantel-Haenszel test adjusting for center

effects. The two-sided p-value for weight is from an ANOVA with treatment, center, and strata effects,

uvl
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Articaine HCl (Deproco, Inc.) . Page 1
Safety Summary S.DEMO 13FEB98 15:38

Table 1.3.1
Summary of Patient Demographics and Baseline Characteristics
Protocol $96001.02UK
All Treated Patients

4% Articaine HCl/ 2% Lidocaine HCl/ -
1:100,000 Epinephrine 1:100,000 Epinephrine Total P-value
Number of Patients 158 84 242
Age (yrs)
N 158 84 242
& to <13 I¢ 2% 2 ( 2%} 5 ( 2%) e.712
13 to <45 ' 148 ( 94%) 80 ( 95X) 228 ( 94X%)
65 to <75 6 ¢ 4%) 2 ( 2% 8¢ 3
»=75 1T 1% 0 1 ¢ <1X)
MEAN 3.7 34.0 33.8
SEM 1.19 1.56 0.95
MED AN 0.5 31.0 31.0 '
MIN T
Weight (kg)
N 158 84 242
MEAN 7.3 67.9 70.1 0.126
SEN 1.13 1.62 0.93
MEDIAN 7.3 65.6 70.0
MNIN
NAX

The two-sided p-values for age group, sex, race and stratification are from a Cochran-Mantel-Haenszel test adjusting for center
effects. The two-sided p-value for weight is from an ANOVA with treatment, center, and strata effects.
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Articaine HCU (Deproco, Inc.)

Safety Summary
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Table 1.3.%
Summary of Patient Demographics and Baseline Characteristics
Protocol $96001.020K
All Treated Patients

4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine Total P-value

Sex

FEMALE 80 ¢ 51%) 51 ( 61X%) 131 { 54%) 0.154

MALE 78 ( 49%) 33 ( 39%) 111 46%)
Race

WHITE 143 ( P1%) 80 ( 95X) 223 ( 92%) 0.309

BLACK 6 ( 4%) I (¢ &%) 2¢ 4%)

ASTAN "8 ( S%) 1¢ %) ¥F{ 4%

OTHER 1¢ 1% 0 1 ( <1%)

.

Stratification

Simple Procedure $15 ¢ 73X) 60 ( 7i%) 175 ( 72%) 0.848

Complex Procedure 43 ¢ 2T%) 24 ( 29%) 67 ( 28%)
Temperature (c)

N 158 84 242

MEAN 36.4 36.4 36.4

SEM 0.05 0.05 0.04

MEDIAN 36.4 36.4 36.4

Mik ’

MAX [l

The two-sided p-values for age group, sex, race and stratification are from a Cochran-Mantel-Haenszel test adjusting for center
effects. The two-sided p-value for weight is from an ANOVA with treatment, center, and strata effects.



Articaine HCl (Peproco, Inc.) . Page 1
Safety Summary , $.DEMO 13FEB98 15:38

Table 1.4.1
Sumnary of Patient Demographics and Baseline Characteristics
Protocol S97001%
ALl Treated Patients

4% Articaine HCl/
1:200,000 Epinephrine

Number of Patients 20
Age {yrs)
13 to <65 20 (100%)
N 20
MEAN V 32.6
SEM 1.69
MEDIAN . 33.0
MIN
MAX —

Weight (kg)
N

20
MEAN 70.7
SEM 2.44
MED1AN 70.2
MIN
HAX F .
Sex ‘ -
FEMALE 10 ( 50%) .
MALE 10 ¢ 50%)
Race
WHITE . 5 ( 25%)
BLACK 3 (15%)
HISPANIC 12 { 60%)

Percents are based on the total number of treated subjects.
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Articaine HCL (Deproco, Inc.) Page 2

Safety Susmary S.DEMO 13FEB98 15:38
Last Page
Table 1.4.1
Sunmary of Patient Demographics and Baseline Characteristics
Protocol S97001
ALl Treated Patients

4% Articaine HCl/
1:200,000 Epinephrine

Temperature (c)

N 20
MEAN 36.6
SEM 0.08
MED1AN 36.7
MIN -

MAX a——

Percents are based on the total number of treated subjects.
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Articaine HCl {Deproco, Inc.) . Page 1
Safety Summary S.DE40 13FEBY8 15:3B

Table 1.4.2
summary of Patient Demographics and Baseline Characteristics by Age Group
Protocol §$97001
ALl Treated Patients

Age Group: 13 to <65

4% Articaine HCl/
1:200,000 Epinephrine

Number of Patients 20

Age (yrs)
N 20
MEAN 0 32.6
SEM 1.69
MED [ AN 33.0
MIN
MAX ———

Weight (kg)
N

20

MEAN 70.7

SEM 2.44

MEDIAN 70.2

MIN

MAX f
Sex

FEMALE 10 ¢ 50%) . 1

MALE 10 { 50%)
Race

WHITE : 5 ¢ 25%)

BLACK 3 [ 15%)

HISPANIC 12 { 60%)

Percents are based on the total rumber of treated subjects.
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Table 1.4.2
Summary of Patient Demographics and Baseline Characteristics by Age Group
Protocol S$97001
All Treated Patients

Age Group: 13 to <65

4X Articaine HCl/
1:200,000 Epinephrine

Temperature (¢)
N

20
MEAN 36.6
SEM 0.08
MED 1 AN 35.7
HIN )

MAX A, S,

Percents are based on the total number of treated subjects.
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Articaine HCl (Deproce, Inc.)
S.DEMO 13FEB98 15:38

Safety Summary

Table 1.4.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocol 597001
All Treated Patients

Race: WHITE

4% Articaine HCLl/
1:200,000 Epinephrine

Number of Patients 5
Age (yrs)
13 to <65 5 (100%)
N ' [ 5
MEAN 15.8
SEM ' L. 41
MED AN 42.0
MIN
MAX e —— N

Weight (kg)

N 5
MEAN 7.3
SEM 5.74
MED]AN 7.1
MIN
MAX a———
Sex L
FEMALE 1 ( 20%)
MALE ’ 4 ( 80%)

Percents are based on the total number of treated subjects.
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Articaine HCl (Deproco, Inc.) Page 2
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Table 1.4.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocol S97001
ALl Treated Patients

Race: WHITE

4X Articaine HC{/
1:200,000 Epinephrine

Temperature (c)
N

5
MEAN 36.5
SEM 0.21
MEDIAN 36.5
MIN ¢ .

MAX _ ———

Percents are based on the total nuwber of treated subjects.
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Articaine HCl (Deproca, Inc.)
Safety Summary

summary of Patient Demographics and Baseline Characteristics by Race

Race: BLACK

Table 1.4.3

Protocol 597001

All Treated Patients

Page 3
$.DEMO 13FEB98 15:38

4% Articaine HCL/

1:200,000 Epinephrine

Number of Patients

Age {yrs)
13 to <45
“ 1]
MEAN
SEN
MEDTAN
MIN
MAX

Weight (kg)
N

MEAN
SEM
MEDIAN
MIN
MAX

Sex
FEMALE
MALE

3 (100X)
3

30.0
2.65
29.0

Percents are based on the total number of treated subjects.
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Table 1.4.3
Summary of Patient Demographics and Baseline Characteristics by Race
Protocol S97001
ALl Treated Patients

Race: BLACK

4X Articaine HCLl/
1:200,000 Epinephrine

Temperature (c)
N

3
MEAN 36.6
SEN 0.20
MEDIAN 36.4
MIN , -

MAX _ wp——

Percents are based on the total number of treated subjects.
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Articaine HCl (Deproco, Inc.)
Safety Summary

Sumary of Patient Demographics and Baseline Characteristics by Race

Race: HISPANIC

Table 1.4.3

Protocol $97001
ALl Treated Patients

Page 5
S.DEYO 13FEBY8 15:38

4% Articaine HCl/
1:200,000 Epinephrine

Nurber of Patients

Age (yrs)
13 to <45
N )
MEAN
SEM
MEDTAN
MIN
MAX

Weight (kg)
N

MEAN
SEN
MED I AN
MIN
MAX

Sex
FEMALE
MALE

12

12 (100X}
12
30.7

1.72
31.0

o
23R

( 58%)
( 42%)

Percents are based on the total number of treated subjects.
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Articaine KC1 (Deproco, Inc.)
Safety Summary

Race: HISPANIC

Table 1.4.3
Sumary of Patient Demographics and Baseline Characteristics by Race
.Protocol S97001
ALl Treated Patients

Page 6
S.DEMQ 13FEB98 15:38
Last Page

4% Articaine HCL/
1:200,000 Epinephrine

Temperature (c)
N

MEAN
SEN
MED[AN
MIN
MAX

v ¥

O N

~N o~
[+

|

Percents are based on the total number of treated subjects.
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Articaine HCl (Deproco, lnc.)
Safety Summary

Gender: FEMALE

Table 1.4.4

Summary of Patient Demographics and Baseline Characteristics by Gender

Protocol S97001
All Treated Patients

Page 1
S.DEMO 13FEBY8 15:38

&% Articaine HCl/

1:200,000 Epinephrine

Nurber of Patients

Age {yrs)
13 to <65
N
MEAN
SEM
MEDLAN
MIN
MAX

Weight (kg)
N
MEAN
SEM
HECIAN
MIN
MAX

Race
WHITE
BLACK
HISPANIC

10

10 (100%)

!

0

30.5
1.44
31.0

R

- O
WU O

=~ N -
o~~~

| D -

-10%)
20%)
70%)

Percents are based on the total number of treated subjects.
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Articaine HCL (Deproco, Inc.)
S.DEMO 13FEB98 15:38

Safety Summary

Table 1.4.4
Summary of Patient Demographics and Baseline Characteristics by Gender
Protocol SP7001
All Treated Patients

Gender; FEMALE

! . 4X Articaine HCL/
1:200,000 Epinephrine

Temperature (c)
N

10
MEAN 35.7
SEM 0.07
MEDIAN 356.7
MIN '
MAX —

Percents are based on the total number of treated subjects.
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Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: MALE

Page 3
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Table 1.4.4
Summary of Patient Demographics and Baseline Characteristics by Gender
Protocol $97001
AllL Treated Patients

4% Articaine HCLl/
1:200,000 Epinephrine

Number of Patients

Age (yrs)
13 to <65
N

HEAN
SEM
MEDIAN
MIN
MAX

Weight (kg)
N

NEAN
SEN
MEDIAN
NIN
MAX

Race
WHITE
BLACK
HISPANLIC

10

10 {100%)
10

34.7
2.99
3.0

Percents are based on the total rumber of treated subjects.



Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: MALE

Table t.4.4
Summary of Patient Demographics and Baseline Characteristics by Gender
Protocol $97001
All Treated Patients

Page &
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Last Page

4% Articaine HCL/
1:200,000 Epinephrine

Temperature (c)
N

MEAN
SEM
MEDIAN
MIN
MAX

w Ll -t
oo

Percents are based on the total number of treated subjects,

gLl
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Tablte 2.1.1
Summary of Study DPrug Administration by Stratification
Protocols $96001.02, $96002.01 and S96001.02uUK
All Treated Patients

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Compl ex Simple Complex

Number of Subjects &5 207 338 105
Duration of Procedure (minutes)

N 674 207 336 104

HEAN . 36.4 58.3 37.7 52.6

SEM 1.28 3.07 2.01 3.99

MEDIAN 29.0 50.0 30.0 40.5

HIN e

MAX N

MISSING 1 1} 2 1 . '
Calculated Total Volume Received (ml)

N 675 207 338 104

MEAN 2.5 4.2 2.6 4.5

SEM 0.07 0.15 0.09 0.21

MED[AN 1.7 3.4 1.7 4.3

MIN S —— I —

MAX . j j

MISSING 0 0 0 1




Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.1.1
Summary of Study Drug Administration by Stratification
Protocols 5$96001.02, $96002.01 and 596001.02UK
All Treated Patients

- Page 2
S.SMAD 17FEB98 21:34
Last Page

4X Articaine KCL/ 2X Lidocaine HC\/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Total Number of Cartridges Received
N

MEAN

SEM

MEDIAN

MIN .
MAX

MISSING

Dose (mg/kg)
N

MEAN
SEM
MEDIAN
MIN

MAX
MISSING

675 207 338 104
1.5 2.5 1.5 2.6
0.04 0.0%9 0.06 0.12
1.0 2.0 !.9 2.5

T eeeee— Y
0 0 0 1
672 207 i 104
1.48 2.36 0.80 1.26
0.042 0.094 0.031 0.065
1.11 2.06 0.60 1.16
1----l""-Ill-------------------
3 4] b ] 1

8Ll
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Articaine HCL (Deproco, Inc.}
Safety Summary

Summary of Study Drug Administration by Stratification and Age Group

Age Group: & to <13

Protocols $96001.02, $96002.01 and $96001.02uK
All Treated Patients

Page 1
$.5MAD 17FEB98 21:34

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCLl/
1:100,000 Epinephrine

Simple Simple Complex

Number of Subjects 43 18 2
Duration of Procedure (minutes)

N ' 43 18 2

MEAN 5.9 9.3 56.5

SEM 2.46 5.19 55.50

HED1AN 9.0 9.0 56.5

MIN

MAX

MISSING 0 0 0
Calculated Total Volume Received (mL)

N 43 18 2

MEAN 1.9 1.9 2.6

SEM 0.10 . 0.23 0.00

MEDIAN 17 . 1.7 2.6

MIN B ————— —

MAX

MISSING 0 0 1]
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Articaine HCt (Peproco, Inc.)

Safety Summary

Age Group: & to <13

Table 2.1.2
Sumary of Study Drug Administration by Stratification and Age Group
Protocols 5946001.02, $96002.01 and $946001,02UK
All Treated Patients

Page 2
S.SMAD 17FEB9B 21:34

4% Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Total Number of Cartridges Received
¥ 43 7 18 2
MEAN 1.1 1.5 1.1 1.5
SEM 0.06 0.25 0.13 0.00
MEDIAN ! i ST
MIN B
MAX 2.0 2.0 2.0 1.%
MISSING 0 1] Q0 0
Dose (mg/kg)
] 43 7 18 2
MEAN 2.37 2.Nn 1.27 1.43
SEM 0.182 1.009 0. 144 0.296
MED AN 2.08 2.39 1.22 1.43
MIN o
MAX
MISSING ] 0 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <55

Table 2.1.2

Sumary of Study Drug Administration by Stratification and Age Group
Protocols 596001.02, 596002.01 and $S96001.02UK

All Treated Patients

Page 3
S.SMAD 17FEB9B 21:34

4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex

Number of Subjects 597 3 301 o5
Duration of Procedure (minutes)

N 596 181 299 95

MEAN 38.6 57.2 39.2 51.9

SEM 1.40 '3.29 2.18 4.19

MEDIAN n.o 46.0 31.0 40.0

MAX

MKISSING 1 u ¢ v
Calculated Totat Volume Received (ml)

N 597 181 30 9%

MEAN 2.5 4.3 2.7 4.6

SEM 0.07 0.16 0.10 0,22

MED AN 1.7 3.4 1.7 4.3

MIN

MAX -

NISSING 0 0 0 L}




¢8l

Articaine HCl (Deproco, Inc.) Page 4
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Table 2.1.2
Summary of Study Drug Administration by Stratification and Age Group

Protocols $96001.02, $96002,01 and S96001.02UK
All Treated Patients

Age Group: 13 to <45

4% Articaine NCL/

2% Lidocaine HCl/
1:100,000 Epinephrine

1:100,000 Epinephrine

Simple Complex Simple Complex

Total Number of Cartridges Received

N 597 181 301 94

MEAN 1.5 2.5 1.6 2.7

SEM 0.04 0.10 0.06 0.13

MEDIAN 1.0 2.0 1.0 2.5

MIN

MAX

MISSING 0 1] 0] 1
Dose (mg/kg)

N 594 131 297 94

MEAN 1.43 2,38 0. 1.29

SEM 0.043 0.099 0.0} 0.070

MEDIAN 1.08 2.06 0.58 1.18

MIN

MAX

MISSING 3 0 4 1
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Articaine HCl {Deproco, Inc.)

Safety Summary

Age Group: &5 to <75

Table 2.1.2
Summary of Study Drug Administration by Stratification and Age Group
Protocols $96001.02, $96002.01 and $96001.02uUK
ALl Treated Patients

" Page 5
S.SMAD 17FER98 21:34

4% Articaine HCl/ ZX Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Number of Subjects 28 15 18 5
Duration of Procedure (minutes)

W 28 15 18 4

MEAN 28.6 56.7 25.9 60.8

SEM 4.85 6.12 4.68 12.64

MEDIAN 24.5 57.0 20.0 4.5

MIN i .

HAX

MISSING 0 0 0 1
Calculated Total Volume Received (ml)

N 28 15 18 S

MEAN 2.0 1.8 2.9 1.7

SEM 0.21 0.43 0.53 0.9%

MEDIAN 1.7 3.4 2.1 4.3

MIN

MAX -

MISSING 0 0 0 0




vl

Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Table 2.1.2
Summary of Study Drug Administration by Stratification and Age Group
Protocols $96001.02, $96002.01 and $96001,02uK
All Treated Patients

Page 6
S.SMAD 17FEB98 21:34

4X Articeine HCL/ 2X% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Total Number of Cartridges Received
N 28 15 18 S
MEAN 1.2 2.2 1.7 2.2
SEM 0.12 0.25 0.3% 0.56
HEDIAN , 1.0 2.0 1.3 2.5
MIN ——
MAX S
MISSING 0 0 [} 0
bDose (mg/ky)
N 28 15 17 5
MEAN 1.10 2.04 0.85 0.88
SEM 0.129 0.212 0.158 0.181%
MEDIAN 0.89 1.93 0.51 0.a83
MIN
MAX S e -
MISSING 0 0 1 0




a8l

Articaine HCl (Deproco, lne,)
Safety Summary

Table 2.1.2

Summary of Study Drug Administration by Stratification and Age Group

Age Group: »z75

All Treated Patients

Protocols $96001.02, 596002.01 and $96001.02UK

Page 7
S.SMAD 17FER98 21:34

4X Articaine HCLl/
1:100,000 Epinephrine

2X Lidocaine HC1/
1:100,000 Epinephrine

Simple Complex Simple Complex

Number of Subjects 7 4 1 3
Quration of Procechire (minutes)

N . 7 4 1 3

MEAN 13.4 98.0 139.0 61.3

SEM .13 39.70 29.42

MEDIAN 10.0 64.5 139.0 36.0

MIN

MAX

MISSING 0 0 0 0
Calculated Total Votume Received (ml)

N 7 4 1 3

NEAN 3.6 3.5 1.7 3.7

SEM 1.47 0.82 1.02

HEDLAN 1.7 3.a 1.7 4.3

MIN

MAX

MISSING 0 0 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: »s75

Summary of Study Drug Administration by Stratification and Age Group

Table 2.1.2

Protocols 596001.02, 596002.01 and $96001.02uK

Alt Treated Patients

Page B
S.SMAD 17FEB9S - 21:34
Last Page

4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/

1:100,000 Epinephrine

Simple Complex Simple Complex

Total Number of Cartridges Received

N 7 & 1 3

MEAN 2.1 2.1 1.0 2.2

SEM 0,87 0.48 0.60

MED IAN , 1.0 2.3 1.0 2.5

HiN M

MAX

MISSING 0 1] 0 ¢
Dose (m3/kg)

N 4 4 1 3

MEAN 1.77 1.86 0.34 0.93

SEM 0.578 0.248 0.2M1

MEDIAN 0.97 2.08 0.34 1.02

MIN

MAX

MISSING 0 g 0 1]
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Articaine HCl (Deproco, Inc.}
Safety Sunmary

Summary of Study Drug Administration by Stratification

Age firoup: & to <i3

Table 2.1.3

, Age Group and Race

Protocols $96001.02, 596002.01 and 596001,02UK

All Treated Patients

Page 1
S.SMAD 17FE098 21:34

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Simple Complex Simple Complex

Race: WHITE
Nurber of Subjects 9 1 4 1
Duration of Procedure (minutes)

N 1] | & 1

MEAN 1.4 22.0 13.3 1.0

SEM 5.42 2.16

MEDIAN 7.0 - 22.0 131.5 1.0

NIN — i —

MAX

MISSING 0 0 0 0
Calculated Total VYolume Received (mL)

N 9 1 4 1

MEAN 2.0 0.7 1.8 2.6

SEM 0.20 0.61

MED AN 1.7 0.7 1.7 2.6

MIN - v

HAX

MISSING 0 i} 0 0




g8l

Articaine HCl (Deproce, inc.) i Page 2
Safety Suwmary S.SMAD 1TFEB?8 21:34

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, 596002.01 and $96001.02UK
All Treated Patients

Age Group: 4 to <13

4X Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex simple Complex

Race: WHITE
Total Number of Cartridges Recejved

N 9 1 4 1

MEAN 1.2 0.4 1.1 1.5

SEM ' 0.12 0.36

MEDIAN 1.0 0.4 1.0 1.5

MIN : i ————

MAX

MISSING 0 0 0 0 ,
Dose (mg/kg)

N 9 1 4 1

MEAN 2.56 0.37 1.14 1.13

SEM 0.483 0.403

MED[AM 2.22 0.37 1.12 1.13

HIN

HAX

HISSING 0 0 0 0
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681

Articaine HCL (Deproce, Imc.}
Sataty Summary

Summary of Study Drug Administration by Stratification

Age Group: 4 to <13

Table 2.1.3

, Age Group and Race

Protocols 596001,02, $96002.01 and $96001.02UK

All Treated Patients

Page 3
S.SMAD 17FEBY8 21:34

4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex
Race: BLACK
Nuber of Subjects 4 2
Duration of Procedure (minutes) ' .
N 2
MEAN 7.3 87.0
SER 0.63 17.00
MED AN 7.0 A7 .An
MIN p——
MAX
MNiSSING 0 0
Calculated Total Volume Recelved (mi) ‘
N 2
MEAN 1.7 3.4
SER 0.00 0.00
MEDIAN 1.7 3.4
MIN —me———,
MAX
MISSING 0 0
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Articaine HCl (Deproco, Inc.) Page &
Safety Summary S.SMAD 1TFEB98 21:34

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, 596002.01 and 596001.02UK
All Treated Patients

Age Group: § to <13

4X Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Race: BLACK
Total Number of Cartridges Recefved

N 2

MEAN \ 1.0 2.0

SEM 0.00 0.00

MCD AN 1.0 2.0

MIN ' S —

MAX

MISSING 0 0 .
Dose (no/kg)

N 4 2

MEAN 2.66 5.37

SEN 0.454 2.114

MEDIAN 2.65 5.37

MIN A ———

MAX

NISSING 0 0
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Articaine HCL (Deproco, Inc.)
Safety Sunmary

Age Group: 4 to <13

Table 2.1.3
Sunmary of Study Drug Administration by Stratification , Age Group and Race
Protocols S96001.02, $96002.01 and 596001.02uK
All Treated Patients

Page 5
$.SMAD 17FEB98 21:34

4X Articaine HCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Race: ASIAN
Nurber of Subjects 2 1
Duration of Procedure {(minutes) 2

N 1

MEAN $4.0 2.0

SEM .00

MED AN 14.0 2.0

HiN

MAX ampoP oy S e

MISSING 0 0
Calculated Totsl Volume Received (mbL) )

N 1

MEAN 3.7 1.7

SEM 0.00

MED1AN 1.7 1.7

MIN ——

HAX .

MISSING 0 0




c6l

Articaine HCL {Deproco, Inc.)

Safety Summary

Age Group: 4 to <13

Table 2.1.3

Sumary of Study Drug Administration by Stratification , Age Group and Race
Protocols £96001.02, $96G02.01 and 596001.02UK

All Treated Patients

Page 6
S.SMAD 17FEB98 21:34

4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex

Simple Complex

Race: ASIAN

Total Number of I:artridges' Recelved
N

KEAN
SEM

MED AN
MIN

MAX
KISSING

Dose (mg/kyg)
N

MEAN
SEM
MED[AN
MIN
MAX
MISSING

WO WM
. "

1.0
1.0

1.48
1.48




g6l

Articaine HCl (Deproco, Inc.)
Safety Suwnary

Age Group: 4 to <13

Sumary of Study Drug Administration by Stratification

Table 2.1.3

, Age Group and Race

Protocols §$96001,02, s96002.01 and $96001,02uK

All Treated Patients

Page 7
S.SHMAD 17FERYA 21:34

4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCLl/
1:100,000 Epinephrine

Simple Complex Simple Complex

Race: HISPANIC
Nurber of Subjects 28 4 13 1
Duration of Procedure (minutes) '

N 28 4 13 1

MEAN 18.7 72.3 22.5 112.0

SEM 3.27 3N 6.98

MEDTAN 10.5 73.5 9.0 112.0

MIN - -

MAX ..

MISSING ) 0 0 [H
Catculated Total Volume Received (ml)

N 28 4 13 1

MEAN 1.9 2.6 t.9 2.6

SEM 0.15 0.49 0.27

MED AN 1.7 2.6 1.7 2.6

NN 3 S

HISSING Q0 0 0 0
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Articaine HCl (Deproco, lInc.)
Salety Sunmary

Table 2.1.3
Sumnary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, $96002.0% and $96001,02UK
All Treated Patients

Age Group: & to <13

S.5MAD 17FEBY!

" page 8

8 21:34

4% Articaine HCL/ 2% Lidocaine KCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple © Complex
Race: HISPANIC
Total Number of Cartridges Received
N 28 . 4 13 1
HEAN 1.1 1.5 1.1 1.5
SEM ! 0.09 0.29 D.1%
MEDIAN t.0 1.5 1.0 1.5
MIN ._' . _' '- -
MAX -
MISSING 0 0 0 0
Dose (my/kg)
N 28 4 13 1
MEAN 2.20 2.32 1.30 1.73
SEM 0.217 1.076 0.166
MED[AN 1.83 1.64 1.15 1.73
MIN R S T — -
MHAX
MISSING 0 0 0 0




G6l

Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Summary of Study Drug Administration by Stratification , Age Group and Race

Table 2.1.3

Protocols $94001.,02, 596002.01 and $96001.02UK

ALl Treated Patients

Page 9
S.SMAD 17FERYB 21:34

4% Articaine HCl/
t:100,000 Epinephrine

2% Lidocaine HCl/

1:100,000 Epinephrine

Simpte

Complex

Simple

Complex

Race: WHITE
Number of Subjects

Duration of Procedure {minutes)
N

MEAN
SEM
MED [ AN
MIN
MAX
MISSING

Calculated Total Volume Received (ml)
N

MEAN
SEM
MEDIAN
MIN

MAX
MISSING

44

44

7

7

39.2

1.70

30.0

141

141

54.4
3.56

44.0

233

23

39.6
2.55

32.0

o
Q&0
e

0

"o
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Articaine HCL {Deproco, Inc.) Page 10
Safety Sumary $.SMAD 17FEB9B 21:34

Table 2,1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
frotocals $96001.02, $96002.01 and 596001.02UK
ALl Treated Patients

Age Group: 13 to <65

&% Articaine HCL/ 2% Lidocaine HCY/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Race: WHITE
Total Nurber of Cartridges Received
N 447 141 21} &7
MEAR 1.5 2.5 1.5 2.7
SEM ' 0.05 o D.D& 0.15
MEDIAN 1.0 2.0 1.0 2.5
NIN ) -
MAX —
KISSING 0 0 0 ' 1 ,
Dose (mg/ky)
N 444 : 141 229 67
FEAN 1.41 2.36 0.7% 1.28
SEN 0.050 0.110 9.0%1 0.083
MEDIAN 1.05 2.06 0.58 1.20
MIN
NAX
HISSING 3 0 4 1




.61

Articnine HCl (Deproco,
Safety Summary

Age Group; 13 to <65

Inc.)

Table 2.1.3

Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, $96002.01 and S96001.02UK

All Treated Patients

Page 11
S.SMAD 17FEB98 21:34

&X Articaine HCl/
1:100,000 Epinephrine

2X Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Compiex
Race: BLACK
Number of Subjects &7 18 21 £
Duration of Procedure (minutes) '
N . 47 18 21 1"
HEAN 47.9 72.7 404 78.9
SEM 4.66 14,14 9.20 15.04
MEDIAN 42.0 60.0 32.0 93.0
MIN
NAX i
MiSSING 1] 0 0 0
Calculated Total Volume Recefved (ml) :
N 47 18 21 3]
MEAN 3.0 5.3 3.8 4.6
SEM 0.3t 0.56 0.5% 0.95
HEDIAN 2.6 5.1 3.4 3.4
MIN p—
MAX
MISSING 0 0 0 0
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Articaine HCL (Deproco, Inc.) ' Page 12
Safety Summary S.5MAD 17FEBYA 21:34

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, 596002.01 and $96001.02UK
All Treated Patients

Age Group: 13 to <65

4% Articaine KCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Race: BLACK
Total Number of Cartridges Received
N 47 18 21 11
MEAN 1.7 3.1 2.2 2.7
SEM ! 0.18 0.33 0.35 0.56
MEDIAN 1.5 3.0 2.0 2.0
HIN ' L R . T
MAX
MISSING 0 0 0 0 ,
Dose (mg/kg)
N &7 18 2t "
MEAN 1.56 2.84 1.02 1.19
SEM 0,142 0.387 0.210 0.219
MEDIAN 1.36 2.66 0.82 .95
MIN WWW :
MAX ; )
MISSING (] o ] 0
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Articaine NCL (Deproco, Inc.)

Safety Summary

Age Group: 13 to <65

Table 2.1.3
Sumnary of Study Drug Administration by Stratification , Age Group and Race
Protocols 59600%.02, $96002.01 and $96001,020K
All Treated Patients

Page 13
S.SMAD 17FEB98 21:34

4% Articaine HCl/

2% Lidocaine HCl/
1:100,000 Epinephrine

1:100,000 Epinephrine

Simple Complex Simple Complex
Race: ASIAN
Humber of Subjects 35 & 20 3
Duration of Procedure (minutes)
N 34 & 20 6
HEAN 35.4 40.7 49.3 61.8
SEM 5.46 7.70 7.09 19.64
MEDI AN 28.5 43.0 48.0 61.5
MiN ' - _" - ——
MAX
MISSING 1 0 0 0
Calculated Total Volume Received (mL)
N 35 ] 20 [.]
MEAN z.0 4.9 2.5 5.5
SEM 0.23 1.04 0.43 .44
MEDIAN 1.7 4.9 1.7 5.5
MIK
MAX
MISSING 0 0 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.1.3

Sumnary of Study Drug Administration by Stratification , Age Group and Race
. Protocols 596001.02, $%6002.0% and S$56001.02UK

Age Group: 13 to <45

All Treated Patients

Page 14
S.SMAD 17FEBY8 21:34

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Compl ex
Race: ASIAN
Total Number of Cartridges Received
N 15 6 20 (]
MEAN 1.2 2.9 1.9 3.2
SEM 0.13 0.61 0.25 0.26
MEDIAN 1.0 2.9 1.0 33
MIN
MAX
MISSING 0 0 [ 0
Dose (mg/kg)
N 35 6 20 6
MEAN 1.25 3.12 0.86 1.99
SEM 0.148 0.480 0171 0.185
MEDIAN 1.05 2.61 0.62 1.9%
HIN —
HAX
MISSING [ 0 0 0




2014

Articaine HCl (Deproca, Inc.)
Safety Summary

Age Group: 13 to <65

Summary of Study Drug Administration by Stratification ,
protocols $96001.02, 596002.0% and $96001.02uK
All Treated Patients

Age Group and Race

Page 15
S.SMAD 17FEB98 21:34

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCI/
1:100,000 Epinephrine

Complex

Race: HISPANIC
Humber of Subjects

Duration of Procedure (minutes)
N

MEAN
SEM
MEDIAN
MIN

MAX
MISSING

Calculated Toteal Yoiume Received (L)
N

MEAN
SEN
MEDIAN
HIN

HAX
MISSING

-0 NN
~ g
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Articaine HC\ (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 2.1.3
Sunmary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, $96002.01 and S$96001,02UK
All Treated Patients

Page 16
S.SMAD 17FEB9B 21:34

4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Compl ex Simple Compl ex
Race: KISPANIC
Total Nurber of Cartridges Recelved
N 47 14 20 7
MEAN 1.5 2.0 1.3 2.3
SEM ! 0.13 0.27 0.16 0.47
NED]IAM 1.0 2.0 1.0 2.0
NIN
HAX
MISSING 0 0 0 0
Bose (mg/kg)
N 47 14 20 7
MUAN 1.7 1.74 0.65% 1.08
SEN 0.185 0.196 0.087 G.245
MED1AN 1.17 1.81 0.51 1.07
MIN
MAX
MISSING 1] 0 v [
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Articaine HCl (Deproco, Inc.)
Safety Summary

summary of Study Drug Administration by Stratification , Age Group and Race

Age Group: 13 to <65

Table 2.1.3

Protocols $96001.02, $96002.01 and $96001,02uK

All Treated Patients

Page 17
S.5MAD 17FEBR98 21:34

4X Articaine HCLl/
$:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex
Race; OTHER
Nurber of Subjects 2t 2 7 3
Duration of Procedure {minutes) ' ‘
N : 2t 2 7 3
MEAN 34.6 135.0 50.7 52.7
SEN 4.77 25.00 12.40 20.04
MEDTAN 38.0 135.0 59.0 57.0
MIN e —— e e ]
HAX
MISSING 0 0 0 0
Cslculated Total Volume Recelved {mL}
N 21 2 7 3
NEAN 1.9 2.6 1.9 3.7
SEM 0.19 0.85 0.24 1.02
MED1AN 1.7 2.6 , 1.7 4.3
NIN S —
MAX
MISSING 0 0 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $9600%,02, $96002.01 and $96001.02UK
ALl Treated Patients

Page 18
S.SMAD 17FEB?B 21:34

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Rece: OTHER
Jotal Number of Cartridges Received
N 21 2 3
MEAN 1.1 1.5 1.1 2.2
SEN ¢ on 0.50 0.14 0.60
MEDLAN 1.0 1.5 1.¢ 2.5
MIN
MAX
KI1SSING 0 0 Q 0
Dose (mg/kg)
N 21 2 7 3
MEAN 1.23 1.63 0.45 1.01
SEM 0.118 0.267 0.ugd 0.267
MEDIAR 1.1 1.63 0.57 1.18
MIN
MAX
MISSING 0 0 0 0
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Articaine HCL (Deproco, Inc.) Page 19

Safety Summary

Age Group: 63 to <75

S.SMAD 17FEBYB 21:34

Table 2.1.3
Summnary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, S96002.01 and 596001.02UK
ALl Treated Patients

4% Articaine HCi/ 2% Lidocaine HCl/
$:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Race: WHITE
Nunber of Subjects 26 13 16 5
Duration of Procedure (minutes) '
N 26 13 16 4
MEAN 27.8 56.1 26.3 60.8
SEM .93 7.07 5.23 12.64
MEDTAN 24.5 53.0 20.0 .
HiN - =T !
HAX
MISSING 1} 0 0 1
Calculated Total Volime Received {mL)
N 26 13 16 5
MEAN 2.0 3.9 2.5 3.7
SEM .22 0.50 0.35 0.95
MEDIAN 1.7 3.4 1.7 4.3
HIN — —
MAX
MISSING 4] 0 0 0




Articaine HCl (Deproce, Inc.) i ~ Page 20
Safety Sumoary S.SMAD 17FEBYS 21:34

Table 2.1.3
Sunmary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, $96002.01 and $96001,02UK
All Treated Patients

Age Group: 65 to <75

4X Articaine HCl/ 2% Lidocaine HCi/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Race: WHITE
Total Number of Cartridges Received
N 26 13 16 5
MEAN \ 1.2 2.3 1.5 2.2
SER 0.13 0.29 0.20 0.56
MEDTAN 1.0 2.0 1.0 2.5
MIN ’
MAX
MISSING 0 0 0 0 '
Dose (mg/kg)
N 26 13 15 5
MEAR .11 2.03 0.76 0.88
SEM 0.139 0.246 0.1 0.181
MEDIAN 0.89 1.81 0.50 0.83
MIN
MAX
RISSING 0 o 1 0

90¢
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.1.3

Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols S96001.02, $96002.01 and $96001.02uK

Age Group: 65 to <75

Al! Treated Patients

Page 21
S.SMAD 17FEBYB 21:34

4X Articalne HCI/
1:100,000 Epinephrine

Z2X Lidocaine HCl/
1:100,000 €pinephrine

simple Complex

Simple Complen

Race: HLACK
Number of Subjects

puration of Procedure {minutes)

N

MEAN

SEM

MEDIAN

MIN

MAX

MISSING

Calcul ated Totat Volume Received (mL)

N

MEAN

SENM

MEDIAN

MIN

HAX

MISSING

1 1
69.0 65.0
69.0 65.0

1 1
3.0 3.4
3.0 3.4

1
15.0
15.0

3.0
3.0
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Articaine HCl {Deproco, Inc.)

Safety Summary

Age Group: 65 to <73

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group snd Race
Protocols §96001.02, $96002.01 and 596001.02UK
All Treated Patients

Page 22
S.SMAD 17FEB9B 21:34

4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Comptex Simple Complex

Race; BLACK
Total Number of Cartridges Recelved | . ;

N

MEAN 1.8 2,0 1.8

SEM ¢

MEDIAN 1.8 2.0 1.8

MIN —

HAX

MISSING 0 0 0
Dose (mg/kg)

N 1 1 1

MEAN 1.27 1.93 0.66

SEM

MEDIAN 1.27 1.93 0.66

MIN

MAX

o 0 0

MISSING
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Articaine HC| (Deproco, Inc.)
Safety Sunmary

Table 2.1.3

summary of Study Prug Administration by Stratification , Age Group and Rece
Protocols $96001.02, $96002.01 and $96001.02UK

Age Group: 65 to <75

Alt Treated Patients

Page 23
S,SMAD 17FEBY8 21:34

4% Articaine HCl/

2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine
Simpte Complex Simple Complex

Race: ASIAN
Number of Subjects §
duration of Procedure (minutes)

N 1

MEAN 57.0

SEM

MEDIAN $7.0

MIN S

MAX

MISSING 0
Calculated Total Volume Received (ml) ;

N

MEAN 3.4

SEM

MED{AN 3.4

MIN —

BAX

MESSING 0
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Articaine HCL (Deproco, Inc.) | Page 24
Safety Sunmary $.SMAD 17FEBP8 21:34

Table 2.1.3
Sunmary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, $946002.01 and $9600%.02UK
ALl Treated Patients

Age Group: 65 to <75

4% Articaine HCL/ 2% Lidocaine HCt/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Race; ASIAN
Total Number of Cartridges Recelved

N 1

MEAK 2.0

SEN !

MEDIAN 2.0

MIN ' —

MAX -

MISSING 0 ,
Dose (mg/kg)

N 1

MEAN 2.23

SEM

MEDIAN 2.23

L1} ] -y

MAX

MISSING 0
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Articaine HCl (beproco, Inc.}

Safety Summary

Age Group: 65 to <75

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols S96001.02, $96002.01 and $96001,02UK
ALl Treated Patients

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

$.5MAD 17FEBYB 21:34

Simpte Complex Simple Complex

Race: HISPANIC
Number of Subjects t 1
buration of Procedure (minutes) ‘ s

N 1

MEAN 10.0 32.0

SEM

MEDIAN 10.0 32.0

MIN ' ——

MAX Y

MiSSING 0 i}
Calcuiated Total Volume Received (ml) . .

N

HEAN 1.7 10,2

SEM

MEDTAN 1.7 10.2

MIN - —

MAX

MISSING 0 0




Articaine HCt (Deproco, Inc.)
Safety Summary

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
. Protocols $96001.02, 596002.01 and $940071.02UK
ALl Treated Patients

Age Group: &5 to <75

Fage 26
S.SMAD 17FEB98 21:34

4X Articaine HCL/ 2X Lidocaine HCl/
$:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Race: HISPANIC
Total Number of Certridges Received ’

N 1

MEAN 1.0 6.0

SEM '

MEDIAN 1.0 , 6.0

MIN .

MAX .

MISSING 0 0
Dose (mg/kg)

N 1 1

MEAN 0.846 2.43

SEM

MEDIAN 0.86 2.43

MIN

MAX

MISSING 0 0

cie
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.1.3

Sumary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, 596002.01 and $946001.02UK

Age Group: »>=75

Atl Treated Patients

Page 27
S.SMAD '7FEBYB 21:34

4% Articaine HCLl/
1:100,000 Epinephrine

2X Lidocaine WCLl/
1:100,000 Epinephrine

Simple Complex

Simple Complex

Race: WHITE
fumber of Subjects

Durstion of Procedure (minutes)
N

MKEAN
SEM
HEDIAN
MIN

MAX
KISSING

Calculated Yotal Volume Received (mL)

N

HEAN

SEM

HEDIAN

HIN

MHAX

MISSING

6 4
2.7 98.0
3.59 39.70
0.0 64.5

il A

1
139.0 78.0
42.00
139.0 78.0

1
1.7
1.7
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Articaine HCLl (Deproce, Inc.)

Safety Sumnary

Age Group: »>=75

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001.02, $95002.01 and $96001.02UK
All Treated Patients

Page 28
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&X Articaine HCL/ 2X Lidocaine HCLl/
$:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Race; WKHITE
Total Number of Cartridges Recefved
N 6 4 1 2
MEAN ' 2.0 2.1 1.0 2.8
SEM .01 0.48 ¢.25
MED]AN t.0 2.3 1.0 2.8
MIN -
MAX i
MISSING 0 0 0 0
Dose (mg/kg)
N [ 4 1 2
MEAN 1.57 1.84 0.34 1.1¢
SEM 0.640 0.248 0.168
MED | AN 0.94 2.08 0.34 1.19
MIN
MAX
MISSING 0 0 0 0
F
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Articaine HCl (Deproco, Inc.} ' ] Page 29
Safety Summary - S.SMAD 17FEB98 21:34

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols $96001,02, $96002.01 and $96001.02uK
Alt Treated Patients

Age Group: »=75

4% Articaine HCLl/ 2% Lidocafne NCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simpte Complex Simple Complex

Race: BLACK
Number of Subjects 1 1
Duration of Procedure (nlmtes)' ' ,

N .

MEAN ‘ 18.0 28.0

SEM

HEDIAN 1R.0 28.0

HIN '

MAX o

MISSING 0 0
Catculated Total Volume Recelved {(ml) ) :

N

MEAN 5.1 1.7

SEM

MEDIAN 5.1 1.7

MIN -

MAX

HISSTNG 0 ‘ 0
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Articaine HC (Deproco, Inc.)
Safety Summary

Table 2.1.3
Summary of Study Drug Administration by Stratification , Age Group and Race
Protocols S96001.02, s96002.01 and 596001.02UK
All Treated Patients

Age Group: >=75

Page 30
S.SMAD 17FER98 21:34
Last Page

4X Articaine HCL/ ! 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Comptex simple Complex

Race; BLACK
Tatal NMumber of Cartridges Received .

N ?

MEAN ) 3.0 1.0

SEM

MEDIAN ) 3.0 ' 1.0

NIN e

MAX

HISSING 0 0
Dose (mg/kg)

N 1 ]

MEAN 2.99 0.43

SEM

MED AN 2.99 ) 0.43

MIN e

MAX

MISSING 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 4 to <13

Table 2.1.4
Sumary of Study Drug Administration by Stratification , Age Group snd Gender
Protocols $96001.02, $96002.01 and $96001,02UK
ALl Treated Patients

Page 1
S.SMAD 17FEB®8 21:34

4% Articaine HCl/ 2X Lidocaine HCLls
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Gender: FEMALE
Nuwber of Subjects 1% 2 12 1
burastion of Procedure (minutes) '

N 19 r3 12 1

MEAN 19.9 &67.0 16.1 $12.0

SEM 4,58 37.00 5.99

MED [AN 11.0 7.0 8.0 112.0

HIN

MAX

MISSING 0 0 0 0
Cslculated Total Volume Received (mL)

N 19 2 12 1

MEAN 1.9 2.6 1.7 2.6

SEM g.16 0.85 0.20

MEDIAN 1.7 2.6 1.7 2.6

MIN S

MAX

MISSING 0 0 0 0
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Articaine HCU (Deproco, Inc.)
Safety Sumnary

Age Group: 4 to <13

Table 2.1.4
Suvmary of Study Drug Administration by Stratification , Age Group and Gender
’ Protocols $96001.02, $96002.01 and $96001.02uK
All Treated Patients

Page 2
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4% Articaine HCL/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
simple Compt ex Simple Compiex
Gender: FEMALE
Tota! Number of Cartridges Received
N 19 2 12 1
MEAN ' 1.1 1.5 1.0 1.5
SEN 0.09 0.50 0.12
MED1AN 1.0 1.5 1.0 1.5
MHAX
MESSING 0 0 0 0
Dose (mg/kg)
N 19 2 12 1
MEAN 2.54 2.07 1.22 1.73
SEM 0.323 1.186 0.148
HEDIAN 2.30 2.07 1.15 1.73
HIN i
HAX
MISSING 0 i} (1} 0
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Articaine HCLl (Deproco, Inc.}
Safety Summary

Age Group: & to <13

Table 2.1.4

Summary of Study Drug Administration by Stratification , Age Group and Gender

Protocols S$P6001.02, 596002.01 and S96001.02uK

All Treated Patients

Page 3
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4X Articsine HCL/
1: 100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Simple Complex Simple Comp! ex

Gender: MALE
Nurber of Subjects 24 5 (] 1
buration of Procedure (minutes)

N 24 S 6 1

MEAN 12.7 70.2 25.8 1.0

SEM 2.41 26,49 10.21

MEDIAN 8.5 70.0 16.5 1.0

MIN T

MAX

MISSING 1} o u ¢
Calculated Total Volume Received (ml) _

N 24 5 ] 1

HEAN 1.9 2.5 2.2 2.6

SEM 0.14 0.56 0.55

MED ] AN .7 3.4 2.6 2.6

MIN - - T

MAX

MISSING 0 0 0 0
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Articaine HCl (Deproco, Inc.) ' Page &
Sa_fetv Suvamary : S.SMAD 17FEB9B 21:34

Table 2.1.4
Sumary of Study Drug Administration by Stratification , Age Group and Gender
Protocols $96001,02, s96002.01 and S946001.02UK
All Treated Patients

Age Group: 4 to <13

4X Articaine HCi/ 2% Lidocaine HCl/
1:300,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Gender: MALE
Total Number of Cartridges Recelved

N 24 5 1

MEAN 1.1 1.5 1.3 1.5

SEM ' 0.08 0.31% 0.32

MEGIAN 1.9 2.0 1.5 1.5

MIN : - —— -

MAX

NISSING 0 0 0 0 ,
Dose (mg/ky)

N 24 5 6 1

MEAN 2.23 3.25 1.39 1.13

SEM 0.205 1.377 0.334

MED AN 1 A7 2.39 1.64 1.13

MIN -

MAX

MISSING 0 0 0 1]
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <45

Table 2.1.4

summary of Study Drug Administration by Stratification , Age Group and Gender

Protocols $96001.02, $96002.01 and 596001.02UK

ALl Treated Patients

Page 5
S.SMAD 17¢EBT8 21:34

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Comptex
Gender: FEMALE
Number of Subjects 1) 9% 183 49
Ouration of Procedure (minutes)
N 319 9% 183 49
MEAN 39.9 61.8 35.7 62.0
SEN 1.87 4.51 2.49 6.42
MED JAN 32.0 53.5 30.0 50.0
MIN
MAX
MISSING 0 0 0 0
Calculated Total Volume Received (mL)
N 319 9% 183 48
MEAN 2.5 4.2 2.6 4.7
SEM 0.10 0.21 0.12 0.3
MED AN 1.7 3.4 1.7 4.3
KIN -—
MAX
MISSING 0 i} 0 ]
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Articaine HCl (Deproco, Inc.)
Safety Sunwmary

Age Group: 13 to <65

Table 2.1.4

Sumary of Study Drug Administration by Stratification , Age Group and Gender
Protocols $96001.02, $96002.01 and $96001.02uK

ALl Treated Patients

Page &
S.SMAD 17FEBTE 21:34

4X Articaine HCl/
1:;100,000 Epinephrine

2% Lidocaine WCLl/
1:10¢,000 Epinephrine

Simple Complex Simple Complex
Gender: FEMALE
Total Number of Cartridges Received
N 319 94 183 48
MEAN 1.4 2.5 1.5 2.8
SEM ! 0.06 0.12 0.07 0.18
MEDTAN 1.0 2.0 1.0 2.9
NIN
MAX
MISSING 0 0 0 1
Dose (mg/kg)
N nrz 94 180 48
MEAN 1.54 2.55 0.82 1.44
SEM 0.065 0.136 0.03y 0.106
MEDIAN 1.18 2.27 0.61 1.28
MIN
MAX
MISSING 2 0 3 3
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Articaine NCI (Deproco, Inc.) Page 7
Safety Sumary S.SMAD 17FEB9B 21:34

Table 2.1.4
Summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols S%6001,02, $96002.01 and S946001.02UK
All Treated Patients

Age Group: 13 to <65

&X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Gender: MALE
Mumber of Subjects 278 .14 118 46
buration of Procechire (minutes) '
N . 277 87 116 48
MEAN 38.0 52.2 46,7 41.0
SEM 2.1 4.76 3.9 4.88
MEDIAN 29.0 42.0 35.0 33.0 .
MIN
HMAX
MISSING 1 0 2 0
Calcuiated Total Volume Recelived (ml)
N 278 a7 1a 46
MEAN 2.6 4.4 2.7 4.4
SEN 0.1 0.26 0.18 0.313
MEDTAN 1.7 4.1 L7 4.3
KN ~ el _
MAX
MISSING 0 . 0 . 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.1.4
Summary of Study Drug Administration by Stratification , Age Group and Gender
) Protocols $96001,02, $96002.01 and S96001,02UK
All Treated Patients

Age Group: 13 to <65

Page 8
§.SMAD 17FERP8 21:34

4X Articaine MCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Gender: MALE
Total Wumber of Cartridges Received
N 278 87 118 44
MEAU N 1.5 2.6 1.8 2.6
SEM 0.07 0.15 0.10 0.19
MED[AN 1.0 2.4 1.0 2.5
MIN - il
HAX
HISSING Q 0 0 0
Dose (mg/kg) .
N 277 a7 ur 46
MEAN 1.30 2.20 0.49 1.14
SEM 0.054 0.142 0.052 0.087
MEDIAN 0.96 1.87 0.52 1.08
MAX
MISSEING 1 0 1 0
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Articaine HC1 (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Table 2.1.4
Summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols $946001.02, 596002.01 and $96001.02UK
All Treated Patients

Page ¢
S.SMAD 17FEB9B 21:34

4% Articaine HCl/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Gender: FEMALE
Number of Subjects 16 9 1R} 2
buration of Procedure (minutes) )

N 16 : 1" 1

MEAN 26.2 55.8 23.3 55.0

SEM 4.27 7.88 5.86

MED [ AN 24.5 57.0 16.0 5%.0

MIN

MAX

MISSING 0 0 0 1
Calculated Total Volume Received (ml)

N 16 9 1" 2

MEAN 2.1 3.5 3.1 4.3

SEM 0.26 0.64 0.40 2.55

MED LAN 17 1.4 3.4 4.3

MiN w'

MAX

HISSING 0 0 0 0




Articaine HCL {Deproce, Inc.)
Safety Summoary

Age Group: 65 to «7%

Page 10
S.SMAD 17FEB9B 21:34

Table 2.1.4
Summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols 5946001.02, S96002.01 and $96001.02UK
ALl Treated Patients

4X Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Gender: FEMALE
Total Number of Cartridges Recelved
N 16 9 " 2
MEAN \ 1.2 2.1 1.8 2.5
SEM 0.15 0.37 0.23 1.50
MED[AN 1.0 2.0 2.0 2.5
MIN ) -
HAX
MISSING 0 0 0 0 .
Dose (mg/kg)
N 16 9 10 2
MEAN 1.25 2.08 ©1.00 1.06
SEM 0.201 0.345 0.166 0.431
MNEDTAM o.M 1.93 1.02 1.06
MIN
HAX e
MISSING 0 0 1 0

9Z2¢c

-—
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Articaine HCl (Deproce, Inc.) ) Page 11

Safety Summary

Age Group: 65 to <75

S.SHAD T7FEB9B 21:34

Table 2.1.4
summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols $96001.02, $956002.01 and $96001.02UK
All Treated Patients

4% Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Simple Complex Simple Complex
Gender: MALE
Number of Subjects 12 6 7 3
Dburation of Procedure {minutes)
N 12 6 7 3
MEAN 3.5 58.2 30.1 62.7
SEM 9.80 10.61 8.08 17.68
MEDIAN 27.5 62.5 25.0 4.0 '
MIN ' -
MAX —
MISSING 0 0 1] 0
Calcutated Total Volume Recejved (mt)
N 12 é 7 3
MEAN 1.9 4.3 2.7 3.4
SEM 0.34 0.50 1.26 0.85
MEDIAN 1.7 1.6 1.7 4.3
MIN ————————
MAX
MISSING 0 0 0 0
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Articaine HCl (Deproco, Inc.) Page 12

Safety Summary

Age Group: 65 to <75

S.SHAD 17FEB9B 21:34

Table 2.1.4
Summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols §96001.02, $96002.01 and $94001.02UK
All Treated Patients

4X Articaine HCU/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Gender: MALE
Total Number of Cartridges Received
N 12 6 7 3
MEAN . 1.4 2.5 1.6 2.0
SEM 0.20 0.30 0.74 0.50
MEDLAN 1.0 2.1 1.0 2.5
MIN T -
MAX
MISSING 1] U v 0 ,
Dose (mg/kg)
N 12 6 7 3
MEAN 0.9 1.9 G, 4% 0.76
SEM 0.127 0.170 0.3 0.172
MED [AN D.80 1.90 0.36 0.23
MIN
MAX
MISSING 0 0 0 0
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Articaine ICl (Deproco, Inc.)
Safety Summary

Age Group: »>=75

Table 2.1.4

Sumary of Study Drug Administration by Stratification , Age Group and Gender

Protocols $96001.02, 596002.01 and $96001.02uK

ALl Treated Patients

Page 13
S.SMAD 17FEB9B 21:34

4% Articaine HCLl/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex

Gender: FEMALE
Number of Subjects 2 3 t
buration of Procedure (minutes)

N 4 3 1

MEAN 13.5 104.0 139.0

SEM 4.50 55.50

MEDEAN 13.5 49.0 139.0

MIN

MAX

MISSING 0 0 0
Calculated Total volume Recelved (mL) 3 ;

N 2

HEAN 3.4 3.0 1.7

SEM 1.70 0.88

MED AN 3.4 3.4 1.7

MIN e ——————

MAX

MISSING 0 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: >=75

Table 2.1.4
Surmary of Study Drug Administration by Stratification , Age Group and Gender
Protocols $94001.02, $96002.01 and S96001.02uUK
All Treated Patients

Page 14
S.SMAD 17FEBDPS 21:34

4X Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Gender: FEMALE
Total Number of Cartridges Recelved 3

N 2 1

MELN . 2.0 1.8 1.0

SEM 1.00 0.52

MEDIAN 2.0 2.0 1.0

MIN

MAX

MISSING i} 0 0
Dose {(mg/kg)

N 2 3 1

MEAN 2.07 1.79 0.3

SEM 0.921 0.334

MED AN 2.07 2.06 0.34

MIN a—————"

MAX

MISSING 0 g 0
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Articainn NCt (Deproco, Inc.)
Safety Summary

Table 2.1.4

Summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols $9600%,02, $96002.01 and $96001.02UK

Age Group: >=7%

Al{ Yreated Patients

Page 19
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4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple

Complex

Simple Complex

Gender: MALE
Number of Subjects 5

Duration of Procedure {minutes) 5
N ‘
MEAN 13
SEM 4.
MEDIAN 10.
NIN
MAX
MISSING 0

Calculated Total Volume Receijved (mL)
N

MEAN
SEM
HEDIAN
HIN
HAX
MISSING I}

- ) bl

1
80.0
80.0

5.1
5.1

61.3
29.42
36.0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: >=z75

. Table 2.1.4
Summary of Study Drug Administration by Stratification , Age Group and Gender
Protocols 596001.02, $96002.0%1 and S96001,02UK
AllL Yreated Patients

Page 16
S.SMAD 17FEB9B 21:34
Last Page

4% Articaine HCIL/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Gender: MALE
Total Number of Cartridges Recejved ,
N 5
MEAN 2.2 1.0 2,2
SEM ! 1.21 0.60
MED]AN 1.0 3.0 2.5
MIN
MAX
MISSING 0 0 0
Dose (mg/ky)
N 5 t 3
MEAN 1.65 2.09 0.93
SEM 0.778 0.2
MED [AN 0.91% z2.09 1.02
MIN
MISSING 0 0 0
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Articaine HCl (Deproco, Inc.)}
Safety Summary

Table 2.2.1

Summary of Study Drug Administration by Stratification and Age Group

Age Group: & to <13

Protocols 596001.02 and $96002.01

Ail Freated Patients

Page 1
$.SMAD 17FEB98 21:34

4% Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex

Number of Subjects 4t ] 17 1
Duration of Procedure (minutes)

N 41 [ 17 1

MEAN ) 16.3 .2 20.4 112.0

SEM : 2.56 21.74 5.40

MED1AN 9.0 87.0 9.0 1t12.0

HIN

MAX

NISSING [1] 0 0 0
Calculated Total Yolume Received (ml)

N 41 6 17 1

MEAN 1.9 2.8 1.9 2.6

SEM 0.1 0.36 0.24

MEDIAN 1.7 3.4 1.7 2.6

MIN

MAX S ———

MISSING 0 0 1 0
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Articaine HCl {Deproco, Inc.)
Safety Summary

Table 2.2.1
Summary of Study Drug Administration by Stratification and Age Group
Protocols $96001.02 and $96002.01
ALl Treated Patients

Age Group: & to <13

Page 2
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4X Articaine HCL/ 2X Lidocaine KC1/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Compl ex Simple Complex
Total Number of Cartridges Received
[} &1 6 17 1
MEAN . 1A 1.7 1.1 3.5
SEM 0.06 o1 0.14
MEDIAN . 1.0 2.0 1.0 1.5
MAX ‘
MISSING 0 0 0 0
Dose (mg/kg)
] 41 6 17 1
MEAN 2.32 1.34 1.26 1.73
SEM 0.185 $.083 0.152
MEDEAN 1.87 2.82 1.15 1.73
MIN ————————
MAX )
MISSING 0 0 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.2.1
Summary of Stwdy Drug Administration by Stratification and Age Group
Protocols $96001.02 and 596002,01
ALl Treated Patients

Age Group: 13 to <&5

Page 3
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4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simpte Complex
Nunber of Subjects 491 139 244 72
Duration of Procedure (minutes) .
N , 491 139 243 72
MEAN 43.6 68.5 &4.7 61.8
SEM ‘ 1.57 n 2.50 4.83
MED1AN 5.0 56.0 35.0 51.%
MIN
MAX
MISSING 0 0 1 D}
. ] M
Catculated Total Volume Received (mL)
N 491 139 244 n
MEAN 2.6 4.3 2.7 4.%
SEM 0.08 0.17 0.12 0.25
MEDIAN 1.7 3.4 1.7 4.3
MIN -~ -
MAX

MISSING 0 0 0 1
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Articaime HCl (Deproco, Inc.)
Safety Sumary

Table 2.2.1

Summary of Study Drug Administration by Stratification and Age Group

Protocols $96001.02 and $946002.01
ALl Treated Patients

Age Group: 13 to <55

Page 4
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4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Simple Complex Simple Complex

Total Number of Cartridges Received

N 49 139 244 n

MEAN 1.5 2.5 1.6 2.7

SEM 0.05 0.10 0.07 0.15

KEDEAN . 1.0 2.0 1.0 2.5

AIN & 1.0

HAX

HISSING ' 0 0 1} 1
Dose (mg/kg)

N 488 139 240 71

MEAN 1.45 2.34 0.78 1.25

SEM 0.049 0.106 0.037 0.077

HED AN 1.08 2.02 0.58 1.16

MIN pme————"

MAX

MISSING 3 0 4 1
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Articaine HCL (Deproco, Inc.)
Safety Summary

Age Group: 65 to <75

Sumnary of Study Drug Administration by Stratification and Age Group
Protocols 596001.02 and $96002.01
ALl Treated Patients

. Page 5
S.SMAD 17FEB98 21:34

2% Lidocaine HCl/
1:100,000 Epinephrine

4% Articaine HCL/
1:100,000 Epinephrine

Number of Subjects

Duration of Procedure (mimites)

N

MBEAN
SEM
MEDIAN
HIN

HAX
MISSING

Caleutated Total Volume Received (ml)
N

MEAN
SEM
MEDIAN
HIN

MAX
NISSING

N ~N
[P, Ty
. .
Ll

-t -
(¥ R~ R Y
N DN
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Articeine HCl (Deproco, Inc.) Page 6
Safety Summary S.SMAD 17FEB?8 21:34

Table 2.2.1
Sumary of Study Drug Administration by Stratification and Age Group
Protocols $96001.02 and $96002,01
ALl Treated Patients

Age Group: 65 to <75

4X Articaine HCLl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Total Number of Cartridges Recelved
N 22 15 16 5
MEAN 1.0 2.2 1.7 2.2
SEM 0.12 0.25 0.33 0.56
MEDIAN , 1.0 2.0 1.3 2.5
MIN
MAX ‘
MISSING 0 0 1] 0
Dose (mg/kg) '
N 22 15 15 5
MEAN 0.9 2.04 0.84 0.88
SEM 0.t 0.2%2 0,167 0.18%
MED AN 0.79 1.93 0.5 ;.83
MIN
MAX R
MISSING 0 0 1 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.2.1

Sumary of Study Drug Administration by Stratification and Age Group

Age Group: >a75

Protocols S96001.02 and $96002.01

All Treated Patients

Page 7
§.SMAD 17FEB9B 21:34

4X Articaine HCL/
1:100,000 Epinephrine

2% Lidocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex

Number of Subjects ] 4 1 3
buration of Procedure (minutes)

N , 6 4 1 3

MEAN 14.8 98.0 139.0 61.3

SCM . 39.70 29,42

MEDIAN 11.0 64.5 139.0 36.0

MIN e ————

MHAX

MISSING 0 0 0 0
Calculated Total Volume Received {mL)

] 1 & 1 3

MEAMN 4.0 3.5 1.7 3.7

SEM 1.68 0.82 1.02

MEDIAN 1.7 3.8 1.7 4.3

MIN ——————"

MAX

MISSING 0 0 0 0
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Articaine HCL (Deproco, Inc.)
Safety Summary

Age Group:

»a 7S

Table 2.2.1

Summary of Study Drug Administration by Stratification and Age Group

Protocels $96001.02 and $96002.01
All Treated Patients

Page 8
S.SMAD 1TFEBDA 21:34
Last Page

&X Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCl/

1:100,00¢ Epinephrine

Simple Compt ex

Simple

Complex

Total Wumber of Cartridges Received
N

Dose

MEAN
SEM
MED LAN
MIN
MAX
MISSING

(mo/kg)
N

MEAN
SEM
MEDEAN
MIN

MAX
MISSING
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Articaine HCl (Deproco, Inc.)
Safety Summary

Tabte 2.3.1

Summary of Study Drug Administration by Stratification and Age Group

Age Group: & to «<i3

Protocol $96001.02UK
ALl Treated Patients

Page 1
5.SMAD 17FEB98 21:34

4X Articaine HCLl/
1:100,000 Epinephrine

2% | idocaine HCl/
1:100,000 Epinephrine

Simple Complex Simple Complex

Number of Subjects 2 1 1 1
buration of Procedure (minutes)

N F4 t i 1

MEAN ' 8.0 22.0 2.0 1.0

SEM 7.00 .

MEDIAN 8.0 22.0 2.0 1.0

MIN —

MAX

MISSING 0 0 ) 0
Calculated Total Volume Received (ml) 2 ' ; 1

N

MEAN 1.7 0.7 1.7 2.6

SEM 0.00

MEDIAN 1.7 0.7 1.7 2.6

MIN - . - c

RAX

MISSING 0 0 [1] 0

ive
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Articaine HCl (Deproco, Inc.) ’ Page 2
Safety Summary 5.SMAD 17FEBY8 21:34

Table 2.3.1
Summary of Study Drug Administration by Stratification and Age Group
Protocol $96001.02uUK
All Treated Patients

Age Group: 4 to <13

4X Articaine HCLl/ 2X Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Total Number of Cartridges Recelved . . ;
N 2
MEAR 1.0 0.4 .0 1.5
SEM 0.00
MED [AN 1.0 0.4 1.0 1.5
MIN !
mx i ————
MISSING ' 0 L1} 0 0
Dose {mg/kg) !
N 2 1 1 1
MEAN 3.49 0.37 1.49 1.13
SEM 0,765
MEDIAN 3.49 0.37 1.48 1.13
MIN
MAX
MISSING 0 0 1] 0
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Articaine HC! (Deproco, Inc.)
Safety Summary

Table 2.3.1
Summary of Study Drug Administration by Stratification and Age Group
Protocal $96001,02UK
All Treated Patients

Age Group: 13 to <55

Page 3
S$.SMAD 17FEBD8 21:34

&% Articaine HCl/ 2X L idocaine HCL/
$:100,000 Epinephrine 1:100,000 Epinephrine
Simpte Complex Simple Complex
Number of Subjects 106 42 57 23
buration of Procedure (minutes)
N , 105 42 56 23
MEAN 14.9 19.8 14.9 20.6
SEM 1.57 2.53 2.03 1.9
MEDIAN 10.0 14.0 10.0 16.0
MIN
MAX
MISSING 1 0 1 v
Calculated Totasl Volume Received (mlL)
N 106 42 57 23
MEAN 2.4 4.3 2.4 4.7
SEM 0.16 0.42 0.16 0.4%9
MEDIAN t7 3.4 1.7 4.6
MIN
MAX e ——
MISSING 0 0 ‘ 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.3.1
Summary of Study Drug Administration by Stratification and Age Group
Protocol $96001.02UK
All Treated Patients

Age Group: 13 to <45

Page 4
S.SMAD 17FEB9B 21:34

4% Articaine HCL/

2% tidocaine NCE/
$:100,000 Epinephrine

1:100,000 Epinephrine

Simple Complex Simple Complex

Total Mumber of Cartridges Received

N 106 42 57 23

MEAN 1.4 2.6 1.4 2.8

SEM 0.09 0.25 0.09 0.29

MEDIAN . 1.0 2.0 1.0 2.7

MIN

MAX ‘

MISSING 1] 0 0 0
Dose (mg/kg)

N 106 42 57 23

HEAN 1.35 2.51 0.7 1.42

SEM 0.085 0.245 0.050 0.159

MEDTAN 1.07 2.24 0.5% 1.29

MIN S

MAX

MISSING 0 1] 0 4]
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Articaine HCl (Deproco, [nc.) Page 5
Safety Summary ) S.SMAD 17FEB?8 21:34
Table 2.3.1
Sumnary of Study Drug Administration by Stratification and Age Group

Protocol $96001.02UK
All Treated Patients

Age Group: 65 to <75

4% Articaine KCU/ X Lidocsine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Wumber of Subjects é 2
Duration of Procedure (minutes) 6 2
N
MEAN ' 7.3 12.5
SCM : 3.57 3.50
MEDIAN ) 3.0 12.8
NIN
HAI S gy, ,
MISSING 0 1}
Calculated Total vVolume Recefved (mi) s 5
[
MEAN 3.0 3.0
* SEM 0.43 2.12
MEDIAN 3.4 3.0
MAX
MISSING 0 0
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Articaine HC! (Deproco, Inc.)
Safety Sunmary

Age Group: 65 to <75

Page 6

S.SMAD 17FEBOB 21:34

Table 2.3.1
Summary of Study Drug Administration by Stratification and Age Group
Protecol $96001.02uK
ALl Treated Patients

4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Compl ex Simple Complex
Totll“nu!ber of Cartridges Recelved )
MEAN 1.8 1.8
SEM 0.25 1.25
MEDIAN 2.0 1.8
MIN ' B
MAX
MISSIRG 0 0
Dose (mg/kg) '
N ] 2
MEAN 1.81 0.94
SEM 0.322 0.701
MEDIAN 1.67 0.94
MAX
MISSING 0 0
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 2.3.1
Summary of Study Drug Administration by Stratification and Age Group
Protocol $96001.02UK
All Treated Patients

Age Gireup: >=75

Page 7
S.SMAD 17FEB9B 21:34

4X Articaine HCL/ 2X Lidocaine HCl/
1:100,00C Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex

Number of Subjects 1
Durstion of Procedure (minutes)

N . 1

HEAN 5.0

SEM _

MED AN 5.0

MiN R

MAX .

MISSING 0
Calculated Total Volume Received (mlL)

L] 1

MEAN 1.3

SEM

MEDIAN 13

MIN L .

MAX ..

MISSING 0
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Articaine HCl (Deproco, lInc.)
Safety Summary

Table 2.3.1
Summary of Study Drug Administration by Stratification and Age Group
Protocol $96001.02UK
All Treated Patients

Age Group: »=75

Page B
S.SMAD 17FEB9B 21:34
Last Page

4% Articaine HCl/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Simple Complex Simple Complex
Total Number of Cartridges Received .
N
HEAN 0.8
SEM
MEDIAN . 0.8
MIN
HAX ‘ —
MISSING 0
Dose (mg/kg)
N 1
MEAN 0.78
SEM
MEDIAN n.74
MIN b S
MAX
MISSING 0
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Articaine HCl (Deproco, iInc.)
Safety Sunwary

Table 2.4.1
Summary of Study Drug Administration by Dose
Protocol S97001
AllL Treated Patients

Page 1
S.SMAD 17FEB9B 21:34
Last Page

4% Articaine HCL/
1:200,000 Epinephrine

Single Multiple

Number of Subjects 20 20
Calcutated Total Volume Received (mi)

MEAN 1.70 5.10

SEM 0,000 0,000

MEDIAN ! 1.7 5.1

MIN

MAX emamemtm—
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Articcine MCL (Deproco, Irc.)
Safety Summary

Age Group: 13 to <65

Table 2.4.2
Summary of Study Drug Administration by Dose and Age Group
Protocol S97001
All Treated Patients

Page 1
S.SMAD 17FER98 21:34
Last Page

4% Articaine HCLl/
1:200,000 Epinephrine

Single Multiple

Number of Subjects 20 20
Calculated Total Volume Recelved (ml)

HEAN , 1.70 5.10

SEM 0.000 0.000

MEDIAN 1.7 5.1

HIN —re

MAX
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Articaine HCL (Deproce, Inc.)
Safety Summary

Table 2.4.3

Sumary of Study Drug Administration by Dose and Race

Protocol $97001
Al{ Treated Patients

Race: WHITE

Page |
S.SMAD 17FEBOB 21:34

4% Articaine KCil/
1:200,000 Epinephrine

Single Multiple

Number of Subjects 5 5
Calculated Total Volume Received (mi)

MEAN , 1.70 5.10

SEM 0.000 0.000

MEDIAN , 1.7 5.1

MNIN

MAX f
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Articaine HCL (Deproco, Inc,)
Safety Summary

Race: BLACK

Table 2.4.3
Summary of Study Drug Administration by Dose and Race
Protocol S97001
ALl Treated Patients

Page 2
S.SMAD 17FEBSB 21:34

4X Articaine HCLl/
1:200,000 Epinephrine

Single Muttiple
Number of Subjects
3 3

Calculated Total Volume Received (ml)

HEAM ' 1.70 5.10

SEM 0.000 0.000

HEDG IAN 1.7 5.1

MIN —/"

RAX
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Articaine HCl (Deproco, Inc.) ’
Safety Summary

Table 2.4.3
Summary of Study Drug Administration by Dose and Race
Protocol S97001
ALl Treated Patients

Race: KISPANIC

Page 3
$.SMAD 17FEB?B 21:34
Last Page

4% Articaine HCL/
1:200,000 Epinephrine

Single Multiple
Number of Subjects
12 1 F4

Calculated Total Volume Received {ml)

MCAN ¢ 1.70 5.10

SEM ¢.000 . 0.000

MEDIAN ‘ 1.7 5.1

MIR

MAX . e ———
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Articaine HCl (Deproco, Inc.)
Safety Sumary

Gender: FEMALE

Tabte 2.4.4
Sumary of Study Drug Administration by Dose and Gender
Protocot S97001
All Treated Patients

page 1
S.SMAD 17FEB98 21:34

4% Articaine HCt/
1:200,000 Epinephrine

Single Multiple

Number of Subjects 10 10
Catculated Total Votume Received (ml)

MEAN 1.70 5.10

SEM ' 0.000 0.000

MEDIAN 1.7 5.1

MIN

MAX ——————m®™
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Articrine HCL (Deproco, Inc.)
Safety Summary

Gender: MALE

Table 2.4.4
Summary of Study Drug Administration by Dose and Gender
Protocel $97001
All Treated Patients

Page 2
S.SMAD 17FEB98 21:34
Last Page

4X Articaine HCL/
1:200,000 Epinephrine

Single Multiple
Number of Subjects
10 10

Calcuiated Total Volume Received (mL)

MEAN . : 1.70 5.10

SEM 0.000 0.000

MED1AM 1.7 5.1

MIN

MAX ————
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 3.1.%
Sumary of Patient Disposition
Protocols 596001.02, $96002.01 and $9600%.02UK
Alt Treated Patients

. Page 1

$.0ISP 14FER9B 20:44

Last Page

4% Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
All Randomized Patients a3 443 1326
Randomized, Not Treated 1 1] 1
All Treated Patients 882 443 1325
Compieted Study (CRF Checkbox) B62 ( 98X) 425 ( 96%) 1287 ¢ 97%)
Discontinued Patients ,
Discontinued due to adverse event o 1 ¢ <IX) 1 ¢ <%}
Protocol deviation 18 ¢ 2X) 12( ) 30 ¢ 2X)
Patlent lost to follow-up t( <X} 5S¢ %) 6 ¢ <X}
Other 1 ¢ <i%) 0 1 ( «<1X)

Percents are based on the muber of treated patients 1n each treatment group.

Patients may have had multiple reasons for discontinuation. ALl reasons are summarized, therefore percents may add to more than 100X.
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Articaine HCL {Deproco, Inc.)
Safety Summary

Age Group: & to <13

fable 3.1.2
Surmmary of Patient Disposition by Age Group
Protocols $96001,02, S946002.01 and $94001.02UK
ALl Yreated Patients

Page 1
S.DISP 14FEBYB 20:44

4X Articaine HCL/ 2X Lidocaine HCL/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
ALl Rendomlzed Patients 50 20 70
ALl Treated Patients 50 20 70
Completed Study (CRF Checkbox) 50 (100%) 20 (100%X) 70 (100%)

+

Percents are based on the nurmber of treated patients in each treatment group,
Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X,




8G¢C

Articaine HCl (Deproco, Inc.)
Safety Sunmary

Age Group: 13 to <45

Table 3.1.2
Summary of Patient Disposition by Age Group
Protocols $96001.02, $96002.01 and S96001.02UK
Atl Treated Patients

Page 2
S.DISP 14FEB9D 20:44

4% Articaine HCL/ 2% Lidocaine HCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
ALl Randomized Patients 778 396 1174
ALl Treated Patients 778 396 1174
Completed Study (CRF Checkbox) 758 ¢ 90 379 ( 96%) 1137 ( 97X
Discontinued Patlients
Protocol deviation 18 ( 2X) 172 (¢ I 30 ¢ )
Patient lost to follow-up 1 { <1%) S¢ 1 6( 1)
Other 1 ¢ <1%) 0 1 ¢ <1%)

Percents are based on the number of treated patients in each treatment group.’
Patients may have had multiple reasons for discontinuation. All reasens are summarized, therefore percents may add to more than 100X,
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Articaine HC| (Depraco, Inc.)
Safety Summary

Table 3.1.2
Summary of Patient Disposition by Age Group
Protocols $96001.02, $96002.01 and $96001.02UK
ALl Treated Patients

Age Group: 65 to <75

Page 3
S.DISP V14FEBDB 20:44

4X Articaine MCl/ 2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
All Randomized Patients 44 23 &7
Randomized, Not Treated 1 0 1
ALl Treated Patients 43 23 66
Completed Study (CRF Checkbox) 43 (100%) 22 ¢ 96%) 65 ( 98%)
Discontinued Patients ‘

Discontinued due to adverse event ‘ 0 1 { 4X) 1( 2%)

i

Percents are based on the number of treated patients Tn each treatment group.

Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X,
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Articaine HC{ (Deproco, Inc.) Page 4
Safety Summary S.DISP 14FEB98 20:44
Last Page
Table 3.1.2
Summary of Patient Disposition by Age Group
Protocols $96001.02, S96002.01 and 596001,02uUK
All Treated Patients

Age Group: »>=7%

4X Articaine HCL/ 2X Lidocaine HCL/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
ALl Randomized Patients 1 4 ' 15
All Treated Patients " 4 15
Completed Study (CRF Checkbox) 11 ¢100X) 4 (100%) 15 (100%)

Percents are based on the mumber of treated patients in each treatment group.
patients may have had multiple reasons for discontinuation. All reasons are summarited, therefore percents may add to more than 100X,
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Articnine HCl (Deproce, Inc.)
Safety Summary

Race: WHITE

fable 3.1.3

Summary of Patient Disposition by Race
Protocols $956001.02, 5$96002.01 and $96001 . 02UK

ALl Treated Patients

. Page 1
S.DISP 14FEB9B 20:44

4X Articaine RCL/

2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
Att Randomized Patients 648 310 978
Randomized, Not Trested 1 0 1
All Treated Patients 647 330 977
Completed Study (CRF Checkbox) 629 ( 97X) 312 ( 95%) 941 ( 96%)
Discontinued Patients '
Discontinued due to adverse event 0 1 ( <1%) 1 ¢ <1%)
Protocotl deviation 16 ¢ 2%) 12 ¢ &%) 28 ( 3X)
Patient lost to follow-up 1 { <1%) 5 ( 2%) 6 ¢ %)
Other 1 ¢ <1%) 0 1(,<1%)

Percents pre based on the number of treated patients in each treatment group.
Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X.
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Articaine HCl (Deproco,
Safety Summary

Race: BLACK

Inc.)

Table 3.1.3
Summary of Patient Disposition by Race
Protocols $96001.02, $96002.01 and $96001,02UK
Alt Treated Patients

- Page 2
S.DISP YAFEB9B 20:44

4% Articaine HCl/ 2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Yotal
ALl Randomized Patients 74 34 108
ALl Treated Patients 74 34 108
Completed Study (CRF Checkbox) 74 (100%) 34 (100%) 108 (100%)

Percents are based on the number of treated patients in each treatment group.
Patients may have had multiple reasons for discontinuation, ALl reasons are summarized, therefore percents may add to more than 100%,
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Articaine HCl! (Deproco, lnc.)
Safety Summary

Race: ASIAN

Table 3.1.3
Summary of Patient Disposition by Race
Protocols $96001.02, $96002.01 and $96001.02uUK
All Trested Patients

Page 3
S.DISP T4FER98 20:44

Total

ALl Randomized Patients
All Treated Patients
Completed Study (CRF Checkbox)

Discontinued Patients
Protocol deviation

4X Articaine HCl/ 2X Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
4h 27
&4 27
43 ( 98%) 27 (100X%)
1¢ 2% 0

n
"
70 ( 99%)

1¢ 1%

Percents are based on the number of treated patients in each treatment group.
Patients may have had muttiple ressons for discontinuation. ALl reasons are summarized, therefore percents may add to more than 100X.




Articaine HCl (Deproco, Inc.}
Safety Summary

Roce: HISPANIC

Table 1.1.3
Summary of Patient Disposition by Race
Protocols 596001.02, S96002.01 and 596001.02UK
All Treated Patients

- Page 4
S.DISP 14FEBDS 20:44

4X Articaine HCL/ 2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
All Randomized Patients 04 42 134
Al Treated Patients 94 42 136
Completed Study (CRF Checkbox) %4 (100%) 42 (100%) 136 ¢100%)

1

Percents are based on the nimber of treated patients in each treatment group.
Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore

14°T4

percents may add to more than 100X,
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Articaine HCl (Deproco, Inc.)
Safety Summary

Race: OTHER

Table 3.1.3

Summary of Patient Disposition by Race
Protocols $96001.02, $96002.01 and 596001.02UK

Alt Treated Patients

Page 5

S.DISP 14FEB98 20:44

Last Page

4% Articaine HCl/
1:100,000 Epinephrine

2X Lidocaine HCl/

1:100,000 Epinephrine Total
ALl Randomized Patients 21 10 3
AllL Yreated Patients 23 10 33
Completed Study (CRF Checkbox) 22 { 96X) 10 (100%) 32 ¢ 97%)
Discontinued Patlents
Protocol deviation 1 ( &%) 0 1¢( 3%

Percents are based on the nunber of treated patients in each treatment group.
Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X,

W W kel AT
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Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: FEMALE

Table 3.1.4

Summary of Patient Disposition by Gender
Protocots $96001.02, $96002.01 and S96001,02UK

All Treated Patients

’ Page 1
S.0ISP 14FEBYS 20:44

4% Articaine HCl/

i% Lidocaine HCLl/

1:100,000 Epinephrine 100,000 Epinephrine Totat
Att Randomized Patients 464 259 723
All Treated Patients 464 259 723
Completed Study (CRF Checkbox) 456 { 98X) 249 { 96%) 705 ( 98%)
Discont inued Patients
Discontinued due to adverse event 0 1 ¢ <%} 1 ( <1%)
Protocol deviation ' 7¢ 2% 8( 30 15 { 2%)
Patient lost to follow-up 1 ¢ <1%) 1 (¢ <1%) 2 ( <1X)

Percents are based on the number of treated patienis in each treatment group.
Patients may have had multiple reasons for discontinuation. Al reasons are summarized, therefore percents may add to more than 100%,
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Articaine HCl (Deproco, Inc.)
Safety Summary

Gender: MALE

Summary of Patient Disposition by Gender
Protocols $96001.02, $96002.0% and 596001, 02UK

All Treated Patients

Page 2
S.DISP 14FEB9B 20:44
Last Page

4X Articaine HCLl/

2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine Total
Alt Randowized Patients 419 184 603
Randomized, Not Treated 1 0 1
All Treated Patients 418 184 602
Completed Study (CRF Checkbox) 406 ( 97X} 176  96X) 582 ( 97X)
Discont inued Patients
Protocel deviation 1M (¢ 3% 4 ¢ 2%) 15 ¢ 2%)
Patient lost to follow-up 0 L 2% 4 ( 1X)
Other 1¢ «<1%) 0 1 { <1X)

Fercents are based on the number of treated patients 1n each treatment group.

Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 1002,
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Artica.ine HCl (beproco, Inc,}
Safety Suwmary

Table 3.2.1
Summary of Patient Disposition

Protocols 596001.02 and S95002.01

All Treated Patients

Page 1
S.DISP 14FEBYB- 20:44
Last Page

4X Articaine HCL/ 2X Lidocaine NCl/
1:100,000 Epinephrine 1:100,000 Epinephrine Total
Atl Randomized Patients : 724 359 1083
Atl Treated Patients 724 359 1083
Completed Study (CRF Checkbox) 723 (>99%) 356 ( 99%) 1079 (>99%)
Discontinued Patients
Discontinued due to adverse event 0 1 { <1X) 1 ¢ <1%X)
Protocol deviation 1( <1%) 0 ¥ <1%)
Patient lost to follow-up ' 0 2¢ 1% 2 ( <X)

Percents are based on the rumber of treated patients in each treatment group.

Patients may have had multiple reasons for discontinuation. ALl reasons are summarized, therefore percents may add to more than 100%.
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Articafne HCL (Deproco, Inc.)
Safety Summary

Table 3.3.1

Summary of Patient Disposition

Protocal 596001.02UK
ALl Treated Patients

Page 1
S.DISP 14FEB9B 20:44
Last Page

4% Articaine HCl/

2% Lidocaine HCl/

1:100,000 Epinephrine 1:100,000 Epinephrine total
All Randomized Patients 159 B84 243
Randomized, Not Treated 1 0 1
Alt Treated Patients 158 84 2462
Completed Study (CRF Checkbox) 139 ( 8ax) 69 ( 82X%) 208 ( 86%)
Discontinued Patients
Protocol deviation 17 ( 11X) 12 ¢ 14%) 29 ( 12X)
Patient lost to follow-up 1 ¢ 1%) I ( 4X) 40 2%
Other 1¢ 1% 0 1 ( <1%)

Percents are based on the number of treated patients in each treatment group.

Patients may have had multiple reasons 'for discontinuation, ALl reasons are summarized, therefore percents may add to

more than 100X.
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Articaine HCl (Deproto, Inc.)
Safety Summary

Page 1

S.DISP 14FERDB 20:44

Table 3.4.1
summary of Patient Disposition
Protocol $97001
ALl Treated Patients

Last Page

4% Articaine HCL/
1:200,000 Epinephrine

All Treated Patients 20
Completed Study (CRF Checkbox) 20 (i00X)

Percents are based on the number of treated patients.
Patients may have had multiple reasons for discontinuation. ALl reasons are summarized, therefore percents may add to more than 100X,
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Articaine HCl (Deproco, Inc.)
Safety Summary

Age Group: 13 to <65

Page 1
S.DISP 14FEB9B 20:44
Last Page
Table 3.4.2
Summary of Patient Disposition by Age Group
Protecol 597001
All Treated Patients

4X Articaine ucl)
1:200,000 Epinephrine

All Treated Patients
Completed Study (CRF Checkbox)

20
20 (100%)

Percents are based on the rumber of treated patients.
Patients may have had multiple. reasons for discontinuation. ALl reasons are surmarized, therefore percents may add to more than 100X,
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Articaine HC! (Deproco, Inc.) Page 1
Safety Summary S.DISP 14FEBYB 20:44

table 3.4.3
Summary of Patient Disposition by Race
Protocol SP7ON
Atl Treated Patients

Race: WHITE

4% Articaine HCY/
1:200,000 Epinephrine

All Treated Patients 5
Completed Study (CRF Checkbox) 5 (100%)

Percents are based on the number of treated patients.
Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X,
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Articeine HCl (Deproco, Inc.)
Safety Sunmary

Race: BLACK

Table 3.4.3
Summary of Patient Disposition by Race
Protocol S$97001
Al Treated Patients

Page 2
S.DISP 14FEBD8 20:44

4% Articaine KCl/
1:200,000 Epinephrine

AtL Treated Patlents
Completed Study (CRF Checkbox)

3
3 ¢100%)

Percents are based on the number of treated patients.
Patients may have had muitiple reasons for discontipuation, All reasons are summarized, therefore percents may add to more than 100%.
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Articaine HC| (Deproco, Inc.)
Safety Summary

Table 3.4.3
Sumary of Patient Disposition by Race
Protocol S97001
All Treated Patients

Race: HISPANIC

Page 3

S.DISP 14FEBYB 20:44

Last Page

4% Articafne HCl/
1:200,000 Epinephrine

ALl Treated Patients 12
Completed Study (CRF Checkbox) 2 (100%)

Percents are based on the number of treated patients.
Patjents may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X,
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Articaine HCl (Deproco, Inc,)
Safety Summary

Gender; FEMALE

Table 3.4.4
Summary of Patient Disposition by Gender
Protocol $%7001
ALl Treated Patients

Page 1
S.DISP 14FEB98 20:44

4% Articaine WCL/
1:200,000 Epinephrine

ALl Treated Patients
Completed Study (LRF Checkbox)

10
10 (100%)

Percents are based on the number of treated patients.
Patients may have had multiple reasons for discontinuation. All reasons are summarized, therefore percents may add to more than 100X,
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Articainc HCL (Deproco, Inc.)
Safety Summary

Gender: MALE

Table 3.4.4
Summary of Patient Disposition by Gender
Protocol $97001
All Treated Patients

Page 2
S.DISP 14FEBYB 20:44
Last Page

4% Articaine HCL/
1:200,000 Epinephrine

All Trested Potients
Completed Study (CRF Checkbox)

10
10 (100%)

Percents are based on the mmber of treated patients.
Potients may have had multipte reasons for discontinuation. All reasons are sumnarized, therefore percents may add to more than 100%.
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Articaine HCl (Deproco, Inc.)
Safety Summary

Table 4.1.1

Page 1

S.VSGN 13FEB93 15:58

Sunmary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, $96002.01 and $96001,02UK

ALl Treated Patients

4% Articaine HCL/
1:100,000 Epinephrine

2X Lidocaine HCLl/
1:100,000 Epinephrine

Baseline visit Change Baseline Visit Change P-vatue
Supine Systolic 8lood Pressure (mmig}
faseline
N Ba2 443
MEAN 121.0 120.6 0.514
SEM ! 0.57 0.80
MEDIAN ‘ 120.0 120.0
MIN
MAX —
One Minute Post-therapy
N a8z a2 aa2 44 441 441
MEAN 121.0 120.6 -0.4 120.6 120.9 0.3 0.182
SEM 0.57 0.56 0.3s 0.80 0.82 0.58
MED 1AM 120.0 120.0 0.0 120.0 120.0 0.0
MIN ’
MAX -
Five Minutes Post-therapy
N 880 880 880 442 442 442
MEAN 120.9 1a.7 -2.2 120.6 119.5 -1.1 0179
SEM 0.57 : 0.56 : ¢.40 0.80 0.86 0.63
MED AN 120.0 118.0 -2.0 120.0 118.0 -2.0
MIN

i

The two-sided p-value is from an ANUVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata

interaction effects, comparing treatment groups.
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Articaine HCL (Deproco, Inc.)
Safety Summary

' Page 2

§.VSGN 13FER9B 15:58

Table 4.1.1
summary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, $95002.01 and 59600%.02UK
All Treated Patients

4% Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change P-value
Post Dental Procedure
N as1 as a8 442 442 442
MEAN $20.9 120.7 -0.3 120.6 120.7 0.1 0.3166
SEM 0.57 0.58 0.41 0.80 0.81 0.57
MED AN 120.0 19.0 0.0 120.0 118.0 0.0
MIN !

The two-sided p-value is from an ANOVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strate

interaction effects, comparing treatment groups.
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Articaine HC\ (Deproco, Inc.)
Safety Summary

Table 4.1.1

Page 3

S.VSGN 13FEB978 15:58

Summary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, S96002.01 and $94001.02UK

All Treated Patients

4X Articaine HCl/
1:100,000 Epinephrine

2% Lidocaine HCL/
1:100,000 Epinephrine

Bagel ine Visit Change Basel ine visit Change P-value
Supine Diastolic Blood Pressure (mmig)
Baseline
N 882 443
MEAN 7%.3 7461 0.411
SEM ' 0.37 0.51
MEDIAN 74.0 74.0
HIN
MAX —
]
One Minute Post-therapy .
N 882 882 882 441 441 441
MEAN 74.3 72.8 -1.5 74.1 73.0 -1.1 0.385
SEM 0.37 0.3% 0.26 0.51 0.54 0.42
MED AN 74.0 72.0 -1.0 74.0 72.0 -1.0
MiN
HAX J T
Five Minutes Post-therapy
N 880 880 880 442 442 442
MEAN 74.3 70.9 -3.4 74t 71.0 -3.1 0.814
SEM 0.37 0.37 0.28 0.51 0.53 0.41
MEDIAN 74.0 70.0 -3.0 74.0 70.0 . -2.0
MiN
MAX

+

The two-sided p-value is from an ANOVA with treatment, age group, center,
Interaction effects, comparing treatment groups.

strata, treatment-by-center interaction and treatment-by-strata
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Articaine MCl (Deproco, Inc.) Page &
Safety Summary §.VSGH 13FER98 15:58

Table 4.1.1
Summary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, S96002.01 and $96001.02UK
All Treated Patients

2% Lidocaine HCL/
1:100,000 Epinephrine

4X Articaine HCl/
1:100,000 Epinephrine

Baseline Visit Change Baseline Visit Change P-value

Post Dental Procedure

N 881 881 1 442 442 442

MEAN 74.3 73.8 0.4 7.1 74.5 0.4 0.184

SEM 0.37 0.38 0.3 0.51 0.56 0.45

MEDIAN . 74.0 73.0 D.0 74.0 76.0 0.0

MIN

MAX . . ————

]

The two-sided p-value is from an ANOVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata
interaction effects, comparing trestment groups.
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Articaine HCl (Deproco, Inc.} ) . Page 5
Safety Summary S.VSGN 13FEBPR 15:58

Table 4.1.1
Sumnary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, $96002.01 and S96007.02UK
All Treated Patients

4X Articaine HCl/ 2X Lidocaine HCLl/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change P-value
Standing Systolic Blcod Pressure (mmig)
Basel ine
N 882 441
MEAR . 125.9 124.7 0.509
SEM 0.61 ) 0.84
MEDIAN - 123.¢ 122.0
MNIN
MAX —— —
L)
Post Dental Procedure
N an an an 433 433 433
MEAN 125.7 126.4 0.7 124.7 126.0 1.4 0.309
SEM 0.61 0.61 0.47 0.85 0.8¢9 0.62
MEDIAN 123.0 124.0 0.0 122.0 122.0 0.0
MNiN - - - T
MAX L —

The two-sided p-value is from an ANOVA With treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata
interaction effects, comparing treatment groups.
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Articaine HCl (Deproco, inc.) ‘ Page 6
Safety Summary S.VSGN 13FEB98 15:58

Table 4.1.1
Summary of Mean Change From 8aseline in Vital Signs
Protocols $96001.02, 596002.01 and $%6001.02uUK
ALl Treated Patients

4% Articaine HCLl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Basel ine vigit Change Baseline Visit Change pP-value
Standing Diastolic Blood Pressure (mmiig)
Basel ine
N 8az 441
MEAN 80.5 80.5 0.842
SEM 7 ¢ G.41 0.57
MED [ AN 80.0 . 80.0
HIN ’
MAX
L4
Post Dental Procedure
N an an 871 433 433 433
MEAN 80.3 80.3 -0.1 80.5 81.2 0.7 0.265
SEM 0.41 0.41 0.34 0.58 0.61 0.49
MED TAN 80,0 80.0 0.0 80.0 80.0 0.0
MIN m—

MAX

The two-sided p-value is from an ANOVA with treatment, age group, center, strats, treatment-by-center interaction and treatment-by-strata
interaction effects, comparing treatment groups.
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Articaine HCt (Deproco, Inc.)

Safety Summary

Page 7
S.VSGN 13FEB98 15:58

Table 4.1.1
Sunnary of Mean Change From Baseline in Vital Signs
Protocols $96001.02, 5$96002.01 and $96001,02uK
All Treated Patients

4X Articaine HCl/ 2% Lidocaine HCL/ ’

1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change  P-value i
Pulse (BPM)
Baseline
N 882 443
MEAN 74.0 74.3 0.247
SEM 0.43 0.60
MED IAN 72.0 74.0
MIN
MAX S
'
One Minute Post-therapy
N as2 882 382 442 442 442
MEAN 74.0 75.7 1.7 76.3 76.7 2.4 0,522
SEM 0.43 0.44 0.32 0.60 0.65 0.46
MED AN 72.0 75.0 1.0 73.5 76.0 1.5
MIN
MAX
Five Minutes Post-therapy
N B80 B8O 830 442 442 462
MEAN 74.0 ‘ 75.8 ‘ 1.8 74.3 76.0 1.7 0.469
SEM 0.43 0.44 0.32 0.80 0.61 0,44 '
MED | AN 72.0 75.0 1.0 3.5 75.0 1.0
MIN
MAX a—"

The two-sided p-value is from an ANOVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata

fnteraction effects, comparing treatment groups.
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Articaine HCl (Deproco, Inc.) Page 8
Safety Summary S.VSGN 13FEBVB 15:58

Tabte 4.1.1
Summary of Mean Change from Baseline in Vital Signs
Protocals $96001.02, $96002.01 and 596001.02UK
All Trested Patients

4X Articaine HCL/ 2% Lidocaine NCl/

1:100,000 Epinephrine 1:100,000 Epinephrine
faseline Vigit Change Baseline Visit Change P-value
Post Dental Procedure
N 881 881 881 442 442 442
MEAN 74.0 72.9 -1.1% 74.3 73.0 -1.2 0.618
SEM 0.43 D.40 0.34 0.60 0.59 0.45%
MED]AN ‘ 72.0 72.0 -1.0 73.5 71.0 -1.0
MIN
MAX p————

The two-sided p-value is from an ANOVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata
interaction effects, comparing treatment groups,

u ——
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Articaine HCl (Deproco, Inc.) : Page 9
Safety Summary . ' S.VSGN 13FEBYE 15:58

Table 4.1.1
Summary of Mean Change From Baseline in Vital Signs
Protocols $946001.02, $96002,01 and 596001.02UK
All Treated Patients

4X Articaine HCL/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Basel ine Visit Change Baseline Visit Change P-value
Respirations (/minute)
Baseline
N BBO 443
MEAN ' 17.2 17.0 0.244
SEM 0.12 0.16
MEDIAN : 16.0 16.0
MIN o I
MAX -
[
One Minute Post-therapy
N 880 380 880 442 442 (1Y
MEAN 17.2 17.7 0.5 17.0 17.6 0.5 0.804
SEM 0.12 0.12 0.08 0.16 0.17 0.12
MED AN 16.0 18.0 0.0 16.0 17.0 0.0
MIN
MAX
Five Minutes Post-therapy
N 877 877 877 442 442 442
MEAN 17.2 . 17.5 0.3 17.0 17.2 0.2 0,643
SEM 0.12 0.12 0.08 0.16 0.16 0.1
MEDIAN 16.0 18.0 0.0 16.0 17.0 0.0
MIN
MAX —

The two-sided p-value is from an ANOVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata
interaction effects, comparing treatment groups.

a mma
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Articaine HCl (Deproco, Inc.)

Page 10
Safety Summary S.VSGN 13FEB9S 15:58
Last Page
Table 4.1.1
Summary of Mean Change From 8aseline in Vital Signs
Protocaols $960071.02, 596002.0% and 596001.02UK
All Treated Patients
4% Articaine fiCl/ 2% Lidocaine HCL/
1:100,000 Epinephrine 1:100,000 Epinephrine
Baseline Visit Change Baseline Visit Change P-value
Post Dental Procedure
N ara a7 878 441 441 441
MEAN 17.2 it -0.1 17.0 1741 0.1 0.240
SEM 0.12 0.1 0.08 0.16 0.16 .11
MED tAN 16.0 17.0 a.0 16.0 17.0 0.0
MIN
MAX a——

i

The two-sided p-value is from an ANOVA with treatment, age group, center, strata, treatment-by-center interaction and treatment-by-strata

interaction effects, comparing treatment groups.




